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PART 
I

HIGHLIGHTS OF THIS ISSUE
This listing does not affect the legal status
of any document published In this Issue. Detailed
table of contents appears Inside.

DOMESTIC CRUDE OIL-FEA proposes price regulations;
comments by 4-1G-75._........_ _____ 23524

STANDARD INSTRUMENT APPROACH PROCEDURES-
DOT/FAA incorporates by reference changes and
additions 13479

FOREIGN ACTIVITIES OF, NATIONAL BANKS-FRS pro-
posal on additional powers; comments by 5-9-75-. 13524

FREEDOM OF INFORMATION-DOT/CG revokes separate
regulations on release of investigative records, suspen-

W sion, revocation and. disclosure. 13501
PIPELINE SAFETY-DOT/OPS revises gas pipeline

marking requirements; effective 4-21-75 - 13502

" EGGS-USDA/AMS announces hearing on proposed na-
tional research and promotion order_____________ 13513

9Q CANNED PINEAPPLE JUICE-FDA proposal to amend
U) standards of Identity and quality; comments by

5-27-75 13517

NONMEMBER BROKER.DEALERS-SEC proposes to
modify fees and assessments; comments by 4-16-75- 13525

o-(Continued inside)
41.

PART II:
ANIMAL DRUGS, FEEDS AND RELATED PROD-

UCTS--HEW/FDA reorganizes and recodifies
regulations 3801

PART III:
DRUGS WITH GENERAL APPLICABILITY--HEW/

FDA reorganizes and recodffies regulations- 13995



reminders
(The items in this list were editorially compiled as an aid to FEDEa11A Rxms users. Inclusion or exclusion from this list has no

legal significance. Since this list is intended as a reminder, it does not include effective dates that occur within 14 days of publication.)

Dot/FAA-Airworthiness directive for
Dowty Rotol Propellers_ 8070; 2-25-75
Alteration of Miami, Florida terminal

control area .............. 4119; 1-28-75
Alteration of transition area ...... 5348;

2-5-75
Alteration of transition area, Santa-_

Ynez, California ........ 3210; 1-20-75
Alteration of VOR Federal airways.

4121; 1-28-75
Control zone and transition arda; Phila-

delphia, Pa ................ 4905; 2-3-75
Designation of Federal airways, area low

routes, controlled airspace, and re-
porting points; alteration of control
zone ........................ 4297; 1-29-75

Designation of Federal airways, area low
routes, controlled .airspace, and re-
porting points; revocation of Federal
airway ....................... 4298; 1-29-75

Designation of Federal airways, area low
routes, controlled airspace, and re-
porting points; designation of termi-
nal control area at Philadelphia,
Pennsylvania ........ 43710; 12-18-74

Designation of Federal Airways, area low
routes, controlled airspace, and re-
porting points, Onslow Beach, Camp
LeJeune, N.C -......... 6203; 2-10-75-

Designation of transition area.... 4120;
1-28-75

IFR altitudes; miscellaneous changes.
8071; 2-25-75

Redesignation of Federal airways. ,
4905; 2-3-75

Special use airspace;' designation of
temporary restricted areas.... 4298;

1-29-75
Standard instrument apprdach proce-

dures; changes and additions.
6641; 2-13-75

Transition areas ............ 3289; 1-21-75

Transition area; Craig AFB Aux, (Valdon).
Ala . 4905; 2-3-75

Transition area designation at Danvillo,
Va ...... --..-............... 3575; 1-23-75

Transition area deslgnatlon at Hudson,
N.Y- ........................ 3575; 1-23-75

Labor-Farm labor contractor registration;
requirements and applications for cer-
tificates of registration.. 6327; 2-11-75

.Weekly List of Public Laws
This Is a listing of public bills enacted by

Congress and approved by the President, toether
-with the law number, the dato of approval, and
the U.S. Statute citation. The list is kept current
in each issue of the Federal Register and copies
of the laws- may be obtained from the U.S.
Government Printing Office.
S. 33Z -.......................... Pub. Law 94-10

Department of Commerce, maritime pro-
grams, appropriation authorizations,
1975
(Mar. 23, 1975; 89 Stat. 16)

Published daily, Monday through Friday (no publication on Saturdays, Sundays, or on offolal Federal
S, holidays), by the Offce-of the Federal Register, National Archives and Records Service, Genoral Services

Administration, Washington, D.C. 20408, under the Federal Register Act (49 Stat. 500, as amended; 44 U.S.C.,
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is made only by the Superintendent of Documents, U.S. Governint Printing Office, Washington, D.C. 20402.

The FimELAL REGzsTni" provides a uniform system for making available to the public regulations and legal notices Issued
by Federal agencies. These include Presidential proclamations and Executive orders and Federal agency documents having
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency
documents of public nterest
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HIGHLIGHTS---Continued

MEETINGS-
CSC: Federal Employees Pay Council, 4-30-75 ............ 13547
Commerce/DIBA: Semiconductor Technical Advisory

Committee, 4-30-75 .......................... 13540
NBS: Federal Information Processing Standards

Task Group 15, 5-6 and 5-7-75............. 13541
Defens& Manpower Commission, 4-18-75 ................. .13547
EPA: Effluent Standards and Water Quality Information

Advisory Committee, 4-24-75................ 13547
FCC: Cable -Television Technical Advisory Steering

Committee, 4-15-75--.. 13552"

Federal Council on the Aging's Task'Force on Services
to the Frail Elderly, 4-16-75 ................... 13552

HEW/CDC: National Institute for Occupational Safety
and Health, 4-9 through 4-11-75 13541.

FDA. Panel on Review of Topical Analgesics, 4-17
and 4-18-75 13541

National Commission for the Protection of Human
Subjects of Biomedical and Behavioral Research,
4-11 and 4-12-75-. . __ _ _ 13543

President's Committee on Mental Retardation, 5-8
and 5-9-23543

RESCHEDULED" MEETINGS--
FEA, Retail Dealers Advisory Committee, 4-11-75.-. 13552
HEW/FDA Panel on Review of Viral Vaccines and

Rickettsial Vaccines, 4-11 and 4-12-75-.... .13541

contents
AGRICULTURAL MARKETING SERVICE
Rules
Limitation of handling and ship-

ments:

-Oranges (Navel) grown in Ariz.
and CaliLf ----------- 13509

Oranges (Valencia) grown in
Ariz. and. Calif_ ----------- 13510

Proposed Rules
Egg Research and promotion---- .13513
Grade, size, and maturity stand-

ards:.
Oranges (Valencia) grown in

Calif. and Ariz ------------ 13512
Plums, fresh, California, con-

tainer regulation under Fed-
eral.Marketing Order ------- 13512

AGRICULTURE DEPARTMENT
See Agricultural Marketing Serv-
-ice.

CENTER FOR'DISEASE CONTROL
Notices
Meetings:

Safety and Occupational Health
Study Section ..------------ 13541

CIVIL AERONAUTICS BOARD
Notices
Hcaings, etc.:

Delta Air Lines, Inc --------.. 13544
Pompano Beach Surf Rider,

Inc ------------- - - 13544
Transworld Airlines, Inc. and

Swissair -------- 13545

CIVIL SERVICE COMMISSION.

Notices
Non-career executive assign-

merits:
Agriculture Department (3 doc-

uments). ----------------- 13546
Federal Energy Administration 13546
General Services Administra-

tion (2 documents) --------- 13546
Health, Education, and Welfare

Department ... ....- 13547
Meetings:

Federal Employees Pay Coun-
-cil ---------- -- - - 13547

COAST GUARD
Rules
Freedom of Information --------- 13501
Proposed Rules
Drawbridge operation:

Florida (2 documents) -------- 13518
Massachusetts -------------- 13518

COMMERCE "DEPARTMENT
See Domestic and International

Business Administraton Na-
tional Bureau of Standards.

CONSUMER PRODUCT SAFETY
COMMISSION

Notices
Children's sleepwear; affirmative

labeling, correction_ ......... 13547

DEFENSE MANPOWER COMMISSION
Notices
Meeting ---------------- 13547

DOMESTIC AND INTERNATIONAL
BUSINESS ADMINISTRATION

Notices
-Scientific article; duty-free entry:

Masachusetts Institute of Tech-
nology ------------------- 13536

New York Universi ty Medical
Center -----------... --- 13538

University of Calffornia and
Iowa State University-_.- 13539

University of California, Los
Alamos ----------------- 13539

University of InoLs ........ 13540
University of Miami, et aL_._ 13537
Yale University------------ 13540

Meetings:
Semiconductor Technical Ad-

visory Committe ---------- 13540

ENVIRONMENTAL PROTECTION AGENCY

Rules
Air quality implementation plms:

Georgia -----.-......------- 13498
Pesticide chemicals; tolerances

and exemptions:
Benomyl ------------------- 13499
Carbofuran 13500
2, 4-D.......... . 13500
6-methyl -1, 3-dlthlol0 [4, 5-b3

quinoxalin-2-one 13500

Proposed Rules
Air quality implementation stand-

ards:
California 13520
Florida 13521
Maryland 13521

Notices
Meetings:

Effluent Standards and Water
Quality Information Advisory
Committee 13547

Pesticide registration; applica-
tions (2 documents) .... 13547, 13549

Pesticide tolerances and exemp-
tions:

Tennessee Valley Authority._- 13551

FEDERAL AVIATION ADMINISTRATION
Rules
Airworthiness directives:

AlResearch ------------ 13477
Control zone....__ 13477,13478
Transition areas (3 documents) -_ 13478
Standard instrument approach

procedures ------------------ 13479

Proposed Rules

Transition areas (2 documents)_ 13519
Notices
Committees, establishment andr e-

newals:
Boston Air Traffic Control Ad-

visory Committee_ 13544

FEDERAL COMMUNICATIONS
COMMISSION

Notices
Meetings:

Cable Television Technical-Ad-
visory Committee. 13552

Hearings, etc.:
Answ erphone, Inc and Mountain

States Telephone and Tele-
graph Co .....----- __ 13551

FEDERAL COUNCIL ON THE AGING

Notices
Meetings:

Task Force on Services to the
Fra Elderly ...... 13552
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. CONTENTS

FEDERAL ENERGY ADMINISTRATION
Proposed Rules

Mandatory petroleum price reg-
ulations ------------------ 13522

Imports of foreign crude oil and
petroleum products, reduction
program ----------------- 13524

Notices
Transfer pricing report; exemp-

tion for certain crudes -------- 13522
Meetings:

Retail Dealers Advisory Com-
mittee; date change -------- 13552

FEDERAL INSURANCE ADMINISTRATION
Proposed Rules
National flood insurance program;

flood elevation determina-
tions:

Florida -------------------- 13526
Massachusetts .....------- 13529
New Jersey (3 documents) ---- 13526-

13528
Texas --------------------- 13525.

FEDERAL MARITIME COMMISSION
Notices
Petitions filed:

D. B. Turkish Cargo Lines --- 13552
Oil pollution, certificates of-finan-

cial responsibility issued or re-
voked --------------------- 13553

FEDERAL POWER COMMISSION
Notices
Hearings, etc.:

Arizona Public Service Co ------. 13554
Interstate Transmission Asso-

ciates, et al --------------- 13554
Maine Public Service Co ---- 13555
Mississippi River Transmission

Corp --------------------- 13555
Mobil Oil Corp ------------- 13555
Natural Gas Pipeline Co. of

America ----------------- 13556
Northern States Power Co. (2

documents) --------------- 13556
Panhandle Eastern Pipe Line

Co ---------------------- 13557
Public Service Co. of New

Hampshire --------------- 13557
Salt River Pima-Maricopa In-

dian Community vs. City of
Phoenix ------------------ 13557

South Carolina Electric & Gas
Co ---------------------- 13558

Superior Oil Co., et al -------- 13558
Texas Gas Transmission Corp-- 13559
Vermont Electric Power Co.,

Inc. (2 documents) --------- 13559
Western LNG Terminal Co .... 13559
Wisconsin Power & Light Co --- 13560
Yadkin, Inc ------------------ 13561

FEDE§AL RESERVE SYSTEM
Rules
Authority' delegations:

Review and determination of
appeals under the Freedom of
Information Act ----------- 13477

Bank holding companies; non-
banking activities ----------- 13477

Proposed Rules
Foreign activities 'of national

banks --------------------- 13524

Notices
Applications, etc.:

Community Bancshares Corp-- 13561
Iowa State Bank & Trust Co.... 13562
Peoples State Holding Co--'-- 13562

FEDERAL TRADE COMMISSION

Rules
Prohibited trade practices:

American Credit Bureau, Inc.
et, al -------------------- 13480

A. R. Knitwear Co., Inc., et al-- 13481
Beatrice Maggie Edwards t/a

New Faces ----------------- 13482
Bel-Mor Knitwear, Inc., et al-- 13484
C and C Distributing Co., Inc.,

et al -------------------- 13484
Credit Bureau of Greater Syra-

cuse, Inc., et al ------------ 13486
Graber, Victor H., et al ------- 13494
Leon Birnbaum t/a Jolie Knit-

wear -------------------- 13487
Plaza Club, Inc., et al --------- 13488
Standard Oil Co. of Calif., et al- 13488
Statewide Interiors, Inc., et aL 13490
Tomorow's Heritage, Inc., t/a

Heritage, et al ------------ 13491

FOOD AND DRUG ADMINISTRATION

Rules
Recodification; editorial and

transfer amendments --------- 13494

Proposed Rules
Grade, size, and maturity stand-

ards:
Pineapple juice, canned ------- 13517

Notices
Food additives; petitions filed or

withdrawn:
Borg-Warner Corp ------------ 13541

Meetings:
Psychopharmacological Agents

Advisory Committee -------- 13542
Topical Analgesics Review

Panel -------------------- 13541
Viral Vaccines and Rickettsial

Vaccines Review Panel; re-
scheduled ---------------- 13541

Toxicology Advisory Committee;
nomination of members -------- 13543

GENERAL SERVICES ADMINISTRATION
Rules
Procurement:
Federal Supply Service; contract

causes; warranty of pesticides- 13501

Notices
Disposal of excess personal

property -------------------- 13562

HEALTH, EDUCATION, AND WELFARE
DEPARTMENT

See also Center for Disease Con-
trol; Food and Drug Adminis-
tration.

Notices
Meetings:
Authority delegation:

Engineering Services Office.... 13543
Mental Retardation, President's

Committee on------------ 13543
Protection of Humanr Subjects

of Biomedical and Behavioral
Research National Commis-
sion ---- ........ 4 ---------- 13543

HOUSING AND URBAN DEVELOPMENT
DEPARTMENT

See Federal Insurance Adininis-
tration.

INDIAN AFFAIRS BUREAU
Notices
Hunting and fishing ordinance:

Colville reservation, Wash --- 13532

INTERIOR DEPARTMENT
See also Indian Affairs Bureau;

Land Management Bureau;
Reclamation Bureau.

Notices
Environmental statements:

Belle Ayr South Mine, Camp-
. bell County, Wyo -----------

Financial interests statement:
Campbell, Charles A ----------
Jeter, David G ...............
Kepner, J. W -----------------
Kerger, Robert E ............
Lentz, Owen A ----------------
McLagan, Robert R ..........
Mochon, Harry H. Jr .........
Negroni, Julio A. ...........
Pence, William K -------------
Schultz, Leroy J --------------
Watson, Charles W -----------

13535

13535
13535
13530
13536
13536
13536
13530
13530
13530
13530
13530

INTERSTATE COMMERCE COMMISSION

Rules '
Car service orders:

Lehigh Valley Railroad Co --- 13500
Reading Co ----------------- 13508

Notices
Hearing assignments ----------- 13507
Motor carrier, broker, water car-

Tier and freight forwarder ap-
plications ------------------- 13507

Motor carriers:
Applications and certain other
proceedings --------------- 13561

Ifregular route property car-
riers; gateway elimination.. 13580

Transfer proceedings -------- 13567

LAND MANAGEMENT BUREAU

Notices
Applications, etc.:

Nevada --------------------- 13534
New Mexico (3 documents) ---- 13634

NATIONAL BUREAU OF STANDARDS

Notices
Meetings:

Federal Information Processing
Standards Task Group 15
Computer Systems Security . 13541

NUCLEAR REGULATORY COMMISSION

Notices
Applications, etc.:

Northern Indiana Public Serv-
ice Co -------------------- 13503

Union Electric Co ----------- 13563
Wisconsin Public Service Corp.,

et al. (2 documents) -------- 13563
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CONTENTS'

PENSION BENEFIT GUARANTY
CORPORATION

Notices
Authority delegation ...---------- 13564

PIPELINE SAFETY OFFICE

Rules
"ITansportation of gas; line mark-

ers for -mains and transmission
lines --------------------- 13502

POSTAL SERVICE

Rules.
Transfers of accountability; ex-

tension of authority to admin-
ister oaths of office ----------- 13498

RECLAMATION BUREAU
Notices
Off-road vehicle use areas:

Twin Buttes Reservoir, San
Angelo, Tex.; hearing ------ 13535

SECURITIES AND EXCHANGE
COMMISSION

Proposed Rules
Nonmember broker-dealer initial

fees and annual assessments-.- 13525
Notices
Hearizgs, etc.:

Comstock Fund, Inc., et aL .... 13564
Eastern Utilities Associates, et

al----- ----------------- 13565
Options Clearing Corp -...... 13566

Meetings:
SEC Report Coordinating Group

(Advisory), rescheduled meet--
Ing; correction- ......... 13567

TRANSPORTATION DEPARTMENT

See Coast Guard; Federal Avia-
tion Administration; Pipeline
Safety Office.

TREASURY DEPARTMENT
Notices
Antidumping:

Butaidlene acrylonitrile rubber
froni Japan. ........... 13532

elist of cfr parts affected
The folloing numetical guide is a list of the parts of each title of the Code of Federal Regulations affected by documents published In today's

Issue. A cumulative list of parts affected, covering the current month to date, follows beginning with the second Issue of the month.
A cumulative guide is published separately at the end of each month. The guide lists the parts and sections affected by documents published

since January 1, 1974, and specifies how they are affected.

7 CFR -
907 - ----------------------
908 --------------------------
PROPOSED RULES:
908 ------------
917.------------
1.'f1

------- ....... I-

10 CFR.
PxoroE RULES:
212 (2 documents) ------- 13522, 13524
213-- ---------------------- 13524

12 CFR -

225 -- ---------
265 --------------
PROPOSED RULES:
213 -------------
14-CFR.
on
71 (4 documents) --------- 13477,13478
97 ------------------------- 13479
PROPOSED RULES:
'1 (2 documents) --------------- 13519
16 CFR
13 (12 documents) ------- 13480-13494

17 CFR -

PROPOSE RULES:
249 ----------------------------- 13525

21 CFR
1 (2 documents) --------- 13494, 13802
2 ------- ------------------- 13495
3 - 13802
4-- 13495
121 .......... - ---------------- 13495

"130-- ---------- ----- 13802
13 .---- ---------------------- 13802

"132 --- 13802
-133 ------------------------ 13802
135 ------------- 13802
135a --------- ------------- 13802
15b ------------......------ 13802
135c -------- --------------- 13802

-135d ------ --- 13802
1QS; 1302

'I 0AWY

135f ------ .--------- 13802
135g --------------------------- 13802
141a ------------------------- 13802
141b -------------------------- 13802
141c (2 documents) ------- 13495,13802
141d1--------------------------.13802
141e------ ----------------- 13802
144 ..------------------------ 13802
146 ......----.------------- 13802
146a (2 documents)------ 13495,13802
146b (2 documents) ------- 13495,13802
146c (2 documents) ------- 13495,13802
146d. 13802
146e (2 documents) ------- 13495,13802
148 ------------------------- 13802
149a -------------------....... 13802
149b ----------------------- 13802
149c ------------------------ 13802
151c --------------------------- 13802
200 ....... -.... .- .........- 13996
201 --------------.---------- 13998
202 ------------. .----- -14016
207 ...... -------------------- 14020
210 ----------------- --- 14024

.211 ------ ------------ 14025
225 ------ ---- ..... 14028
226 --------------..... 14031
229--;--- - ---- 14033
250 ................-...--- .14033
290 ----------------------- 14040
299 -------....-..- ... 14044
300----- --------- ----.... 13496
314--- - 13496

3. 13496
329 .........................---. 13496
330 .......- 13496
369-13-96
429 .......... 13497
431- -. -. --.- .-----..- ..... 1. .13497
432 .............. . . 13497
433-- --- - 13497
436... .----------------------- 13497
440 ------ ------------ 13497
444 -------------- ---------- 13498
446 ......- ------------ 13498
448-.... ----- 13498
455 --------------------------- 13498
rinn .1Rn'

505-. . .. .

514-

520-.
522
524-

544-

555-_

558 ....

601 -
P IOPOSED RULES:

13805
13807
13823
.13825

13838
13858
13873
13881
13882
13885
13888
13913
13924
13933
13938
13942
13959
13498

24 CFR
PRoPosED RULES:
1917 (6 documents) 13525-13529

33 CFR
P:aoPosE RULEs:
1'7 (3 documents) -------------- 13518

39 CFR
222 ------ 13498

40 CFR
52 13498
180 (4 documents) ------- 13499, 13500
PRoPOSED RULES:
52 (3 documents) --- 13520, 13521

41 CFR
A- ... 13501

46 CFR
-13501

4 -13501
14 . .. .. ....-... 13501

49 CFR
1923(-1033 (2 documents).... 13506,

13502
13508
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CUMULATIVE LIST OF PARTS AFFECTED-MARCH

The following numerical guide is a list of parts of each title of the Code of
Federal Regulations affected by documents published to date during March.

10441
10442
InAA9

2 CFR
101 ------------------------- 12764
102 --------------- 12766
201 ------------------------- 12767
202 ------------------------- 12767

3 CFR
PROCLAMATIONS:

3279 (Amended by Proc. 4355) 1--- 10437
4276 (Superseded by Proc. 4357) - 13293
4313 (Amended by Proc. 4353) .... 8931,

10433
4345 (Amended by Proc. 4353) ---- 8931,

10433
4353 ------------------- 8931, 10433
4354 ------------------------ 10435
4355 ------------------------ 10437
4356 ------------------------ 12985
4357 ------------------------ 13293
EXECUTIVE ORDERS:
Dec. 9, 1920 (Revoked in part by

PLO 5491) 11727
10'973 (Amended by E.O. 11841)___ 8933
11803 (Amended by E.O. 11842).. 8935
11837 (Amended by E.O. 11842) --- 8935
11841 ------------------------ 8933
11842 ------------------------ 8935
11843 ----------------------- 12639
11844 ----------------------- 13295
11845 ------------------ 13299

5 CFR
180 ------------------------- 12251
213 ---------------- 8937,

10655, 11705, 11859, 12551. 12767,
13195, 13301 -

75 2-- - -- - -- - -- - -- - -
')Afll

7 CFR

12251
10951

2 -------------------------- 12798,
20 -------------------------- 11345
52 -------------------------- 13195
53 ----------------------- 11535
68 ----------- --- 10472, 12987
106 ------------------------- 11860
271 --------------------- 8937,10165
272 -------------------------- 8937
301 ---------------- 8763,11705,12469
354 ------------------------- 12646
401 --------------------- 8770, 8771
612 ------------------------- 12067
620 ---------------------------- 12472
621 ------------------------- 12473
622 ------------------------- 12475
623 ------------------------- 12480
624 ------------------------- 12480
650 ---------------------------- 10951
905 ------------------- 11345, 12646
907 ---- 10474, 11706, 12647, 12987, 13509
908 ----------- 8772,12648,13301,13510
910 --------------- 10655, 11860, 12799
944------------------------- 11346
946 ------------------------- 12987
966 ------------------------- 10953
971 ----------.---------------- 10165
982 ---------------------------- 8773
984 ---------------------------- 12481
1207 -------------------------- 11860

02 .......

7 CFR-ConUnued
1250 ------------------------ 13198
1421 ------------------ 12799, 12802
1701 -------------- ---------- 13302
1801 --------------------------- 10953
1806 ------------------------ 10953
1813 --------- ----- 11707
1842 ------------------------ 13201
1861 ------------------------ 13202
1867 ------------------------ 13203
PROPOSED RULES:

25 ----------------------- 8824
25A ------------------------ 8824
29 ---------------------- 10190
52 ---------------------- 12092
102 --------------------- 11728
210 ---- ----------------- 10192
220---- ----------------- 11729
271 ---------------- 10481, 12806
275 ------- -------------- 12806
908 ---------------- 11587, 13512
911 .... 11876,13311
915 --- 11876,13311
916 --------------------- 11729
917 ---------------- 11729, 13512
959 --------------------- 10996
1094 ------------------ 11878,12660
1096 -------------------- 11879
1099 --------------- 13220
1251_ " 13513
1464 --------------- 10192,12670
1701 --------------- _10192.11357
1701 ---- 10192, 11357, 13220, 13221

8 CFR

PROPOSED RULES:
242 ----------------------- 12514

9 CFR

72 12768
73 - 8938, 12768
74 -------------------------- 12768
78 ------------------------- 8773
82 -------------------- 11861, 12768
97 11346
9 1 --- - - - - - 1 0 4 4 3
113 -------------------- 8774, 11587
304 ------------------------- 11346
305 ------------------------- 11346
317 ------------------- 11346, 11347
381 ------------------------- 11347
PROPOSED RULES:

11 ---------------------- 12514
112 --------------------- 11879
113 ---------------- 11587, 11879
317 --------------------- 10191
381 --------------------- 10191

10 CFR

Ch. I ------------------------ 8774
202 ------------------------- 11707
211 -------------- 10165, 10444, 13302
212 ------------------------- 10444
661 ------------ 10953

h. I--------------- 8794

RULINGS:
1975-2---------------------- 10655

PROPOSED RULES:
2 -------------------------- 8832
21 ----------------------- 8832
31 ----------------------- 8832
35 ----------------------- 8832
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10 CFR-Contnued
PROPOSED RULES--Continued

40 --------------------------- 8832
210 ----------------- 10195,11363
212 ---------- 12287, 13522, 13524
213 ----------------- 12287, 13524

12 CFR
22.------------- --------------- 12068
61.11---------------------- 10660
201 ------------------------- 12988
A17 --------------.. . ----. .... 12251
225 -------------- 11710, 13304, 13477
250 - . ..------------------------- 12252
270 --------------------------- 10661
265 ---------------------------- 13477
271 ------------------------- 13204
272 --------------------------- 10661
309 -------------------- 11547, 13204
329 ------------------------- 11711
500 --------------------------- 12988
545_ ------ 8795,11548,11711
556 ------------------ - ...... 12482
563 ---------------------------- 12483
564 ---------------------------- 10449
584 --------------------------- 11712
602 ------------------------- 10450
701 -------------------------- 8038
708 ------------------------- 10167
720 ---------------------------- 10450
PROPOSED RULES:

11 ---------------------- 10602
205 --------------------- 11739
'206 --------------------- 10322
213 ----------------------- 13524
335 --------------------- 10376
531 ----------- ----------- 11363
541 ----------------------- 12113
544 ----------------- 12113, 12121
545 ---------------- 12113, 12121
552 -------------- --- 12113
701 --------------------- 8967
706 --------------------- 12124
707 ----------------------- 12125
745 ----------------------- 8967

13 CFR
114 ..............-...........- 10661
301 --------------------------- 12769
305 ---------------------------- 12483
309 -----------------. .-------- 13204
311 -------- ---------- 13204
314 ---------------------------- 12484
PROPOSED RULES:

107 ---------------------- 11740
121---------------- 10486,12125

14 CFR
39-- 8795, 8796, 8937, 10450, 10601, 10602,

10951, 11549, 115.,.11861, 11862,
12068, 12252, 12484, 12771-12773,
12995, 12996,' 13g05, 13477

71- 8796, 8797, 10169-10172, 10662, 10663,
10951, 11550, 11551, 11712, 11802,
11863, 12110, 12252, 12253, 12485,
12649, 12774, 12997, 13477, 13478

73 ---------------- 4940, 10663, 12110
91 --------------------- 10451, 12253
95 --------------------------- 12485
97 ---------- 10451,11712,12649,13479
121 ------------------------- 10173
139 ------------------------- 11713
288 -------------------- 10174, 10663
302 ------------------------- 10967

7 CFR
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24- CFR--Conrinued
310 ------------
311.....----------

.10663
-10664

PROPOSED RULES:

21 10802
23 ............... -- ------ 10802
25 ---------------------- 10802
27 ----------------- 10802, 12518
29 .......--------------- 10802, 12518
31 - --------------------- 10802
33_---------------------- 10802
35 ------------ 10802
37 ------ ---------------- 11002
39, -.----------- 11003, 11596, 12809
71 -------------------- 8830,

8958, 10193, 10194; 10692, 11003,
11597, 11893, 12518, 12677, 12678,
12810, 12811, 13001, 13519

73 --------------- 11597
91 ---------------------- 10802
121__ 8830;10802; 11004,11736, 11737

------------- 10802
133 ---------------------- 10802
135--------------------- 10802
137 ---------------------- 8831
Chapter IL . . ..-------------- 11601
221 ---------------- 11602, 13002

15 CFR
4 -------------------------- 11551
Sol-_ 12253

-01-------------------------125
Ch. ..--------- ----------- 12254
926 ------------------------- 11863

-PROPOSED RULES:

500 ------------ --------- 12276
510 --------------------- 12276

16- CFR

13 ---------- - -10452,
10453, 10665, 10993-10994, 12254-
12558, 12650-12656, 12774, 12775,
13480-13494

I A.3 11714

PROPOSED RULES:
1607 --------------------- 12111
1500 -------------------- 12678
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1 --------------------- 11561,12073
18 ------------- ---- 11562
19 --------- -----.. 11562
200 ------------- 8797

PROPOSED RULES:
200 --------------------- 11739
201 --------------------- 11 39
240 ------- - -- 12522,12524
249. ----------------- 12524, 13525
250 ---------------------- 8968
270.. ..- --------- 11613,11614
275 ------ ----- 11613, 11614, 11897

18 CFR

3 ----------- ---- 8940,12817
35 --------------------- ----- 8946
141--. 8803, 11347, 12818
154---------- --- 8946, 8947
260 ------------ --- 8940,12817
301 ------------------------ 10668
701 ------------------------- 10668

18 CFR--Continued
: PRoosED RULES:

Ch. L -------------- 12620
2 --------------.......--- 11739
3------------------- '
141_ - ..... -- 10196, 11890
154 . 11739
157 - --- 11739
260 ------ ---------- ----- 10196

19 CFR
1-
OA

111 -------------
153
PROPOSED RULES:

13304
13304
.11562
12776

20 CFR
404 -------------------- 12095, 12514
405 -------------------- 10687,12100
PROPOSED RULES:

405 ..... ------------------- 10687
416__ ---- - ---------------- 12516

21 CFR
1 --------------------- 13494, 13802
2 -------... -----------...... 13495
3 ----------------..........- 13802
4.-------------------------- 13495
90 - ------ ----. 11716
121 ---- 8804,10454,11351:12259,13495
122 ---------------- 11563
128d ----------------........ - 11566
130 ----------------------- -13802
131 ------------------------- 13802
132 ------------------------- 13802
133 ------------------ 11865, 13802
135 --------- 10455, 11348, 11570, 13802
135a -------------------- 11570,13802
135b ----- z ----- ...... 11570, 13802
135c --------.........--- 11570,13802
135d--....... 11348,11349,11571,13802
135e --------- 8804, 10455, 11570, 13802
135f ------- --- ----- 13802
135g ------------------------ 13802
141a - ...............----- .13802
141b ------------------ 13802
,141c --------------.......... 13495,13802
141d-....---------------------- 13802
141e ------------------------ 13802
144 ------- 13802
146 ------------------------ 13802
146a .. ..... 11571,13495,13802
146b -------------------- 13495,13802
146c --------.----------- 13495,13802
146d ----------- ----- 13802
146e ----------.---- 13495,13802
148 --------------------- - - 13802
149a- ..-------------------- 13802
149b - ........ 13802
149c --------------------------- 13802
149J ------------------- 11348,11349
151c --------.........------- 13802
200------------------------- 13996
201 ----------..------- 13998
202 ---------------------------- 14016
207 ----------- ----- 14020
210_----------------------- .-- 14024
211 --------------------- . 14025
225 ------------------------.14028
226 ------- ------.... 14031
229 ------.-- ......--------- 14033
250 ------------------------- 14033
290 --------.-.--. . ---.... 14040
299 ---..----- .---.......- - 14044
300 --------------------------... 13496
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-310 -.-- ------.-- - 12259
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328 13496
329 13496
330.11717; 13496
331__.._ _ 11718
33 .11718

13496429--..-149
431 11350i 134974213497

433. . 13497

436--- 11349, 11869, 13497
440______13497

-11350
444- 11869, 11870, 13497
446 -11869, 11870, 13498
448 .11870, 13493

S--- - - - 13493
500__ ... 13803

13805
510 " 13807.
51. . 13823
514 .................--- 13825
520 .... . . ................ .- 13838
522- 13858
524 ....... 13873
529 _ .....- 13881
536 -------- ------ 13882
539 -----..... 13885
540- 13888
544 ........... ....--- .... 13913
546 -. 13924
548______ ____13933
555. ----------------- 13938
556. .---------------------- 13942
558.- 13959

601 . ... .. . . .. .. ... 13499

630 ---...........--- 8804,11719
701 ------- 8921
740-.......--8917, 8926
1002............ 10174,12073
1308 ----------- .---- 10455,13206
PROPOSED RULES:

--- 11731, 11882
12809

27-.... 13517
329 ....- 12998
334 .... 12809
335 -.... . 12902

3 .12902,
337 .. -- --..... 12902
630... 11884

22 CFR
11------- 13207

8947
-8805

23 CFR
420 --------.. - ------ 10951_
630. 12259
712 ----- . . 8947
751_ .... . 12260
1214-. 11870
PROPOSED RULES:

658 10481
7 .11361

24 CFR
200 -- -................ 8948
203---- 13208
205_____.-.- -- 13208
207.____ _ _ 10176, 10177, 13208
213 - - -- .... 13208
220 -- 10177, 13208
221 .............. 13208
232 .... .13209
234 -............ ------ - 13209
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24 CFR-Continued
235 ------------------------- 13209
236 ------------------------- 13209
241------------------------- 13209
242 ---------------------------- 13209
244 ------------------------- 13209
580 ------------------------- 12073
1914----------------------- 10968-

10970, 10177, 11571-11574, 12487-
12490, 12642

1915 ---- 8807,8811,10970,11575,12643
PROPOSED RULES:

82 - ---- 13001, 13008
405 --------------------- 11893
889 --------------------- 13420
1909 --------------------- 13420
1910 --------------------- 13420
1911 --------------------- 13420
1914 ---------------------- 13420
1915 ---------------- ----- 13420
1917 ------- .......------- 12282-

12286, 12517, 12675-12677, 13314,
13420, 13525-13529

25 CFR
93 -------------------------- 12491
221 --------------------- 13304,13305

26 CFR
1 ----------------- 8948, 10668, 12075
10 -------------------------- 13209
420 ------------------------- 12075
PROPOSED RULES:

1 ------------- 10187, 10476, 13308
54 ------------------------- 10187

27 CFR
6 ------------------ 10456,11719,12776
PROPOSED RULES:

4----- ------------------ 10476
5 ----------------------- 10476
7 ----------------------- 10476

28 CFR
2 -------------------------- 10973
PROPOSED RULES:,

2 ----------------------- 10996

29 CFR
529 --------------------------- 11872
545 --------------------------- 12068
701 ------------......------ 11872
1601 -------------------- 8818, 10669
1602 --------------------------- 8819
1903 --------------------------- 11351
1910 -----------------.. . --- 13211,13436
1952 ----------------------- 8948,

11351, 11352, 11872, 12990, 13211
PROPOSED RULES:

29 ------------------------- 11340
90 ---------------------- 11357
91 ----------------------- 11740
92 ------------------------- 11740
94 ------------------ 10828, 13452
95 - - - 10828, 13452
96 ------------------ 10828, 13452
98 --------------- 10828, 13452201 ..... 11750
202---- -------- 11750
203- 11750
205 ........--- 11750
206- --- 11750
1910 ---------. 10693, 11890

30 CFR
601 ------------------------- 11720

PROPOSED RULES:
211 --------------------- 10481'
216--- ------------------- 10481

31 CFR
215 ------------------------- 12260

32 CFR
701 ------------------------- 12776
888c ----------------- ------- 10984
930 ------------------------- 10984
1813 ---------------.---------- 10457

33 -CFR
117 ------------------------- 10987
127 ----------------------------- 10987
207 -------------------------- 8949
401 ------------------------- 11721
PROPOSED RULES:

26 ------------ 13222
v6 11598
117 ---------------- 8958, 13518,
127 ----------------------- 11598
183 10650, 10652
207 --------------------- 0187

35 CFR
9--------------------------

36 CFR,
7 ------------------------
200 ---------------------
272---------

12071

12789
12790
12641

PROPOSED RULES:

7 --- 10996, 11876, 12806

37 CFR
1 --------------------- 11873, 13221
202 ------------------------- 12500

38 CFR
1 ------------------------------ 12656
2--------------------------- 8819
3 ------------------- ----------- 13305
17 --------------- :-------------- 8819
36 -------------------- 12076, 13212
PROPOSED RULES;

3 --------------------------- 12294

39 CFR
111 ---------------------------- 8820
221_ -- 11722
222 ------------------------- 13498
224 --------------------------- 11722
233 ------------------------- 11579
243 ---------------------------- 8820

40 CFR
2 -------------------------- 10460
52 -------------- 10465, 13306, 13498
76 ----------------------------- 13216
120 ---------------------------- 13216

10466, 10988-10992, 11723, 11724,
11874, 12508, 12813-12815, 13216

162 ---------------------------- 12510
164 ...------------------------ 12261
171 ---------------------------- 11698
18b --------------------------- 8820,

8821, 11352, 11874, 12511-12513,
13499, 13500

412 ----------------------------
432 ----------------------------

12513
11874
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114-47 ----------------------- 12080
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60-60 -------------------- 13311

42 CFR
51a..------------------------- 12760
57 ---------------------------- 12791
59a .................... 12506
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52b ---------------------- 12092
52d --------------------- 12990
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71 .--------------------- 11887
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43 CFR
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PUBLIC LAND ORDERS:

5491 --------------------- 11727
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4 ..............----- .......- 13308
2650 --------------------- 13308

45 CFR
46 ---------------------------- 11854
153 ------------------------- 11240
173 ---------------------------- 12080
183 --------------------------- 12990
233 ----.---------------------- 12507
503 ---------------------------- 10178
'612 ---------------------------- 12793
1100 --------------------------- 8821
1213 -------------------------- 10670
1501 --------------------------- 12266

PROPOSED RULES:
-00c ------------------------ 11680

103 ----------------------- 8955
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--------- .0dJUJ
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rules and regulations
This sec-tion of the FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are

toyed to and codified In the Code of Federal Regulations, which is published under 50 ttle pursuant to 44 U.S.C4 2510.

The Code of Federal RegulationsAs sold by the Superintendent of Documcnts. Prices of new book-, ore listed In the first FEDERAL

REGISTER.issue of each month.

' Title 12-Banks and Banking
CHAPTER i-FEDERAL RESERVE

SYSTEM
SUBCHAPTER A-BOARD OF GOVERNORS

-[Rg. yl
PART 225--BANK HOLDING

COMPANIES
Nonbanking Activities of Bank Holding

Companies

As an incident to the amendment, to
12 CFR 125.123 CER document 75-6558
appearing at page 11710 of the Issue for
Thursday, March 13, 1975), paragraphs
(a) through (g) are redesignated as (a),
(b), (c), (d),and (e).1

By order of the Board of Governors,
March 20, 1975.

[SEAL] THEODORE E. AarTsoxs,
secretary of the Board.

[FR Doc.75-7991 Filed 3-26-75;8:45 am]

PART 265--RULES REGARDING
DELEGATION OF AUTHORITY

Review and Determination of Appeals
Under the Freedom 6f Information Act
The purpose-of this amendment is to

reflect the delegation of authority to re-
view and make determinations with re-
spect to an appeal of denial of access to
records of the Board requested pursuant
to the Frieedom of Information Act and
provided for in § 261.4(e) of the Board's
rules regarding availability of informa-
tiom To accomplish this delegation
§ 265.1a(b) is added as set forth below.

Section 265.1(b) is added to read as
follows:

§ 265.1 Specific functions delegated to
Board Members.

(b) Any Board member designated by
the Chairman is authorized:
(1) Under section (a) (6) of the Free-

dom of Information Act (5 U.S.C. 552)
and Part 261 of tis Chapter (Rules Re-
garding Availability of Information) to
review and make a determination with
respect to an appeal of, denial of access to
records of the Board made in accordance
with the procedures prescribed by the
Board.
(2) The provisions of.section 553 of

title 5i United States Code, relating to
notice and public participation and to
deferred effective dates, are not followed
in connection with -the adoption of

2A copy' of the entire Interpretation Is
available upon request to the Board of Gov-
ernors of the Federal Reserve System, Wash-
ington, D.C. 2055L

§265.1(b) because the rule Involved
therein is procedural In nature and ac-
cordingly does not constitute a substan-
tive rule subject to the requirements of
such section.

Effective date. This amendment is ef-
fective Immediately.

By order of the Board of Governors,
March 19,1975.

[SEAL] THEODORE E. Azizsozn,
Secretary of the Board.

[FR Doc.75-7910 Filed 3-2G-75;8:45 am]

Title 14-Aeronautics and Space

CHAPTER I-FEDERAL AVIATION ADMIN-
ISTRATION, DEPARTMENT OF TRANS-
PORTATION

[Airworth n Docket 2o. 5-,WE-1T-AD;
Amdt 39-2144]

PART 39-AIRWORTHINESS DIRECTIVES
AiResearch Model TFE731-2 and -3 Series

Engines
Pursuant to the authority delegated to

me by the Administrator (31 FR 13697),
an airworthiness directive was adopted
on February 28, 1975, and distributed by
airmail letter dated February 28, 1975,
to all known United States operators or
owners of aircraft incorporating AIRe-
search Model TFE731-2 and -3 series en-
gines. The directive requires: an Initial
and recurring inspection of the transfer
gearbox bearing support; replacements,
if required: and provides for termination
of these inspections when an improved
bearing support Is Installed.

Since It was found that immediate cor-
rective action was required, notice and
public procedure thereon was impractical
and contrary to the public Interest and
good cause existed for making the air-
worthiness directive effective limed-
iately as to all Imown operators of AiRe-
search Model TFE731-2 and -3 series
engines by individual airmail letter dated

-February 28, 1975,
The AD, as published herein, provides

for'the use of later FAA-approved revi-'
sions to the Service Bulletin referenced
in paragraph (B).

These conditions still exist and the
airworthiness directive is hereby pub-

.lished in the FEDERAL REG1STER as an
* Amendment to § 39.13 of Part 39 of the
Federal Aviation Regulations to make It
effective as to all persons.
AiREsEmcr MAhurAc-runfa Coa. rN-r or

4mzozzA. Applies to AlRetrarch TFE'31-
2 and-3 series engines.

Compllance required as Indicated.
To detect, prevent and correct wear of the

transfer gearbox vertical bevel gear bearing
support which can'result In failure of the
accessory drive and contamination of the

engine lubriction sYtem accomplish tile
following:

(a) Within. the next 25 hours time in
cervico after receipt of this aimall letter,
unlew previously accomplLshed, and at in-
tervala not to exceed 50 hours time In serv-
Ice thereafter, inspect the lower shoulder of
transfer gearbox vertical bearing support for
wear and replacements as required per AfRe-
search Service Bulletin TPIrIM31-72-3019,
dated February 27, 1975, or later FAA-ap-
proved revilionz.

(b) Tho inspection required by paragraph
(A), abov a, may be discontinued when the
transfer gearbox bearing support, P/H
3070217-1, is replaced with an improved bear-
Ing support, P/yl 3070217-3, per AIiEs-earch
Servico Bulletin TIE731-72-3020, dated Feb-
ruary 27, 2975. [or later FAA-approved revi-
afona], or the transfer gearbox as.embly, P/N
3070093-3, Is replaced with a serviceable ez-
senbly which has been modified by incor-
poration of chrage No. 2, described in the
above referenced Service Bulltin. Bearing
suppoar , P/N 3070217-1, Whlch are removed
from evice shall be rendered 'nserviceable.

(c) Equivalent procedures may be ap-
proved by the Chief. Aircraft Eng1neering
Division. FAA Western Region, upon sub-
mIIon of adequate substantiating data.

(d) Aircraft may be flown to a base for per-
formance of maintenance required by this
AD per FAR's 21.197 and 21.199.

This amendment becomes effective
April 3, 1975, for all persons except those
to whom It was made effective by airmail
letters datedFebruary 28,1975.
(Sees. 313(a). 601 and 603 of the Federal
Aviation Act of 1958 (49 U.S.C. 1354(a), 1421
and 1423) and of ccc. 6(c) or the Department
of Transportation Act (49 U.S.C. 1655(c)).)

Issued In Los Angeles, California, on
March 18, 1975.

RoBER H. ST= oI,
Director,

FAA Western Region.
[ER Doc.75-8041 Filed 3-26-75;8:45 am]

[Airspace Docket No. 74-NI--591
PART 71-DESIGNATION OF FEDERAL

AIRWAYS, AREA LOW ROUTES, CON-
TROLLED AIRSPACE AND REPORTING
POINTS

Alteration of Transition Area

On Page 4444 of the FzDERAL Rs:: n
dated January 30,1975, (40 FR 4444), the
Federal Aviation Administration pub-
lished a notice of proposed rule making
which would alter the Providence, Rhode
Island, 700-foot Transition Area.

Interested parties were given thirty
(30) days after publication In which to
submit written data or views. No objec-
tions to the proposed regulations have
been received.

In view of the foregoing, the proposed
regulations are hereby adopted effective
0901 Gxm.t., June 19, 1975 as set forth
below.
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RULES AND REGULATIONS

(See. 307(a) of the Federal Aviation Act of
1958 (72 Stat. 749; (49 US.O. 1348) ) and sec-
tion 6(o) of the Department of Tranasporta-
tion Act (49 U.S.O. 1655(c)).)

Issued In Burlington, Massachusetts,
on March 13, 1975.

- QUENTIN S. TAYLOR,
Director, New England Region.

The Federal Aviation Administration,
having completed a review of the air-
space requirements for the terminal area
of Providence, Rhode Island, proposes
the airspace action hereinafter set forth:
§ 71.181 [Amended]

1. Amend the description of the Provi-
dence, Rhode Island, Transition Area in
§ 71.181 of Part 71 of the Federal Avia-
tion Regulations as follows:

After the words "within a 7-mile ra-
'dius of the New Bedford, Massachusetts,
Municipal Airport (Latitude 41°40'37"
X., Longitude 70°57'34" W.), within 8
miles SE and 11 miles NW of the New
Bedford ILS localizer SW course, ex-
tending from the localizer to 12 miles
SW of the Om."

Add: "and within 3 miles each side
of the 038* bearing from the New Bed-
ford, Massachusetts, OM, extending from
the 7-mile radius to 14.5 miles NE
of the New Bedford, Massachusetts,
OM, * * *"

[FR Doc.75-8044 Filed 3-26-75;8:45 am]

[Airspace Docket No. 74-NE-59]

PART 71-DESIGNATION OF FEDERAL
AIRWAYS, AREA LOW ROUTES, CON-
TROLLED AIRSPACE AND REPORTING
POINTS

Transition Area; Correction
On Page 7627 of the FEDERAL REGISTER

dated Februaf-y 21, 1975 (40 FR .7627),
the Federal Aviation Administration
published an editorial correction to the
description of the Providence, Rhode Is-
land, Transition Area by deleting all
reference to "NAS Quonset Point" and
inserting in lieu thereof "Quonset Point,
Rhode Island, Airport." The correct ref-
erence should have been "Quonset State
Airport." Accordingly, the description of
the Providence, Rhode Island, Airpoo is
hereby amended by deleting all reference
to "Quonset'Point, Rhode Island, Air-
port" and inserting in lieu thereof the
words "Quonset State Atrpo't."

Since this amendment Is editorial in
nature and no substantive change in the
regulation is effected, notice and public
procedure thereon are unnecessary, and
good cause exists for making this amend-
ment effective in less than thirty (3G)
days.

In view of the foregoing, the descrip-
tion of the Providence, Rhode Island,
Transition Area In § 71.181 of Part 71 of
the Federal Aviation Regulations is
hereby amended by deleting all reference
to "Quonset Point, Rhode sland, Air-
port" and inserting in lieu thereof
"Quonset State Airport."
(See. 307(a) of the Federal Aviation Act of
1958 [49 U.S.C. 1348(a) ] and of sec. 6(c) of

the Department of Transportation Act (49
U.S.C. 1655(c)).)

Issued in Burlington, Massachusetts,
on March 13, 1975.

QUENTIN S. TAYLOR,
Director, New England Region.

"[FR Doc.75-8043 Filed 3-26-75;8:45 am]

[Airspace Docket No. -75-SO-7]

PART 71-DESIGNATION OF FEDERAL
AIRWAYS, AREA LOW ROUTES, CON-
TROLLED AIRSPACE, AND REPORTING
POINTS

Redesignation and Alteration of
Transition Areas

On February 5, 1975, a Notice of Pro-
posed Rule Making was published in the
FEDERAL REGISTER (40 FR 5373), stating
that the Federal Aviation Administra-
tion was considering an amendment to
Parxt 71 of the Federal Aviation Regula-
tions that would redesignate and alter
the Meridian, Miss. (Key Field) and
(NAS Meridiali), transition areas.

Interested persons were afforded an
opportunity to participate in the rule
making through the submission of com-
ments. There were no comments
received.
I consideration of the foregoing,

Part 71 of-the Federal Aviation Regula-
tions is amended, effective 0901 Gzm.t.,
June 19, 1975, as hereinafter set forth.
§ 71.181 [Amended]

In § 71.181 (40 FR 441), the Meridian,
Miss. (Key Field) and (NAS Meridian)
transition areas are amended to read:

iMIzrAN, MISS.

That airspace extending upward from 700
feet above the surface within an 11-mile
radius of Xey Field (Lat. 32°19'58" N., Long.
8845'05" W.); within 3 miles each side of
the ILS localizer south course, extending
from the 11-mile radius area to 8.5 miles
south of the RBN; within 3 miles each side
of the 191' bearing from Merldlan RBN, ex-
tending from the 11-pnile radius area to 8.5
miles south of the BN; within 5 miles each
side of Meridian VORTAC 315* radial, extend-
ing from the 11-mile radius area to 11.5 miles
northwest of the VOETAC; within a 10-mile
radius of NAS Meridian (Lat. 32*33'27" N,
Long. 68*33'33" W.); within 3.5 miles each
side of the 021' bearing from NAS Meridian
URF RBN, extending from the 10-mile
radius area to 11.5 miles north of the RBN,
and the airspace east, bounded on the north
by the arc of a 10-mile radius circle centered
on NABl Meridian, on the 'east by the Ke-
wanee VORTAC 005' and 179 radials, on the
south by the Merldlan VORTAC 110' radial.
and on the west by the arc of an 11-mile
radius circle centered on Key Field.

Sec. 307(a.) of the Federal Aviation Act of
1958 (49 US.O. 1348(a)) and of See. 6(c) 'of
the Department of Transportation Act (49
U.S.o. 1655(c)).

Issued in East Point, Ga., on March 17,
1975.

PHILLIP M. SWATEK,
Director, Southern Region.

[FR Doc.75-7915 Filed 3-26-75;8:45 am]

[Airspace Docket No. 74-EA-96]

PART 71-DESIGNATION OF FEDERAL
AIRWAYS, AREA LOW ROUTES, CON.
TROLLED AIRSPACE AND REPORTING
POINTS

Alteration of Control Zone and Transition
Area

On page 2824 of the FEDERAL REGISTER
for January 16, 1975, the Federal Avia-
tion Administration published a proposed
rule which would alter the Lancaster,
Pa., Control Zone (40 FR 398) and Tran-
sition Area (40 FR 525).

Interested parties were given 30 days
after pfiblication in which to submit
written data or views. No objections to
the proposed regulations have been
received.

In view of the foregoing, the proposed
regulation is hereby adopted, effective
0901 G.m.t. June 19, 1975.
Sec. 307(a), Federal Aviation Act of 1068
(72 Stat. 749; (49 U.S.C. 1348), ooc. 0(o), De-
partment of Transportation Act (49 U.S.C.
1655() )).

Issued in Jamaica, N.Y., on March 7,
1975.

DUANE W. FREER,
Director, Eastern Region.

§ 71.171 [Amende4]
1. Amend § 71.171 of Part 71 of the

Federal Aviation Regulations by deleting
the description of the Lancaster, Pa,
Control Zone and by substituting the
following in lieu thereof:

Within a 5-mile radius of the center,
40'07'16" N., 76°17'47" W. of Lancaster Air-
port, Lancaster, Pa.: within 3 miles each aide
of the Lancaster VORTA0 260 radial, ex-
tending from the VORTAC to 8.5 miles west;
within 3 miles each side of the Lancaster
VORTAO 128' radial, extending from the
VORTAC to 8.5 miles southeast; within 2
miles each side of the Lancaster VOnTA0
055 ° 

radial, extending from the VORTAO to
5 miles northeast. This control zone is effec-
tive from 0700 to 2300 hours, local time,
daily.

§ 71.181 [Amended]
2. Amend § 71.181 of Part 11 of the

Federal Aviation Regulations by deleting
the description of the Lancaster, Pa.
Transition Area and by substituting the
following in lieu thereof:

That airspace extending upward from 700
feet above the surface within a 7.5-mile
radius of the center 40107'16" N., 76'17'47"
W. of Lancaster Airport. Lancaster, Pa,
witln 3 miles each side of the Lancaster
VORTAO 260' radial, extending from the
7.5-mile radius area to 8.5 miles vet Of the
VORTAC; within 9.5 miles northeast and
4.5 miles southwest of the Lancaster

WVORTAC 128' radial, extending from the
VORTAO to 18.5 miles southeast of the
VORTAC; within 3.5 miles each side of the
Lancaster Airport ILS southwest localizor
course, extending from the 7.6-mile radius
area to 10.5 miles southwest of the OM:
within 5 miles each aide of the Lancaster
VORTAC 055' radial, extending from the
7.5-mile radius area to 16.5 miles northeast
of the VORTAC.

[FR Doc.75-7919 Filed 3-26-75:8:45 am]
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RULES AND REGULATIONS

[Docket No. 14454; Amdt. No. 961] Lawton, Okla.-Lawton Municipal Axpt, VOR
PA T wy 35, Amdt. 15PART 97---.'ANDARD INSTRUMENT TNew Orleans, La.-Lkefront Arpt, VOR/

APPROACH PROCEDURES D n Hwy 35, OrIg.
Philadelphia, Pa.-Phadelphla Int'l. Arpt.

Recent Changes and Additions VOR/DMF-A. or1g.
This amendmentthe Philadelphia, PaPhlladelpha Int'l. Arpt.,htto Pat 970VoRME, Rwy 27R, Amdt. 3, cancelled

Federal Aviation Regulations incorpo- Rock Springs, Wyo.--Rock Springs-Sweet-
rates by reference therein changes and water County Arpt., VOR-B, Amdt. 1
addtions to the Standard Instrument Rock Springs, wyo;.-Rock SprlngG-Sweet-
Approach Procedures (SIAPs) that water County Arpt., VOR/DME Rwy 25,
were recently adopted by the the Ad- Amdt. 1.
mtinistrator to promote safety at the Springfield, Ohio-Springfield Municipalairports concerned. Arpt, VORRwy 5, Aurart. 2

The Lomplete SIAPs for the changes Springfield. Ohio-Sprlngfleld Municipal
Thd additio covered by th caed- Arpt. VOR Hwy 23, Amdt. 2

and additions covered by this amend- Starkville, MLss.-Oktibbeha Arpt., VOR-B,
ment are described in FAA Forms 3139, Arndt. 5
8260-3, 8260-4, or 8260-5 and made a
part of the public rule making dockets * . effectiveApril24,1975:
of the FAA in accordance with the pro- Aurora, 111.-Aurom Municipal Arpt., VOR-
cedures set forth in Amendment No. 97- A, Amdt. 5
696 (35 FR 5609). • * * effective March 18, 1975:

SIAPs are available for examination
at the Rules Docket and at the National Poughkeepsio, N.Y.-Dutchae County Arpt.and a the atio VORTAC Rwy 24. Amndt.1
Flight Data Center, Federal Aviation
Administration, 800 -Independence § 97.25 [Amended]
Avenue SW., Washington, D.C. 20591. 2. Section 97.25 is amended by orlginat-
Copies of SIAPs adopted in a particular ing, amending, or canceling the following
region are also available for examina- SDF-LOC-LDA SIAPs, effective May 8,
tion at the headquarters of that region. 1975:
Individual copies of SIAPs may be pur-
chased from the FAA Public Document Brownsvie, Tex.-Brownsvlle Int'l. Arpt.,

Inspctio Pailit HQ405 800In- LOO (BC) nwy 31U, Amdt. 2
Inspection F3Alfhty, HQ-405, 800 Ca S..--Charlton A B/n unclpal
dependence"Avenue SW, Washington, Arpt., LOO (Bo) nwy 33, Amdt. 5
D.C. 20591 or from the applicable FAA Daluas, Tex-Dallas Lovo Field, LOC (BC)
regional-office in accordance with the fee Rwy 13R, Amdt. 8
schedule prescribed in 49 CFR 7.85. This Dallas, Tex-Dallas love Mield, LOO (BC)
fee is paybble in advance and may be Rwy 31R, Amdt. 22
paid by check, draft or postal money Des Moines, Iowa-Des Moines Municipal
order payable to the Treasurer of the Arpt., LOO (BC) Rwy L Amdt. 5

o "frt Worth. Tex.-Meacham Field, LOGUnited States. A weekly transmittal of (BC) Rwy 34R, Amdt. 1
all SIAP changes and additions may be Philadelphia, Pa.-Phladelphla Int'L Arpt,
obtained bk subscription at an annual LOG Rwy 27R, Orig.
rate of $150 per annum from the Super- Redding, Calf.-Reddlng Municipal Arpt,
intendent of Documents, US. Govern LOC/DME (BC) Hwy 16, Amdt. 1
met Printing Office, Washington, D.C. ValparaLso, Ind.-Porter County Municlpal
20402. Additional copies mailed to the Arpt., LOO Hwy 27, Anmdt. 2
same address may be-ordered for $30 * * * effective March 20,1975:
each. Nashville, Tenn.-Nashvlle Metropot=n
-Since a situation exists that requires Arpt., LOG wy 31, Amdt. 1

ifnmediate adoption of this amendment,
I find that fuither notice and public §97.27 [Amended]
procedure hereon is impracticable nd 3. Section 97.27 is amended by orlg-
good cause exists for making it effective inating, amending, or canceling the fol-
in less than 30 days. a lowing NDB/ADF SIAPs, effective May 8,

In consideration of the foregoing, Part 1975:
97 of the Federal Aviation Regulations Is'
amended as follows, effective on the dates Alken, 6.0.--Alken Municipal Arpt., NDB-A,

sceAmdt. 3
specified: Blanding, Utah-Blandlng Municipal Art

§ 97.23 [Amended]
1. Section 97-23 is amended by orig-

inating, amending, or canceling the fol-
lowing VOR-VOR/DME SIAPs, effective
May 8, 1975:
Albert Lea, Mlbert-Albert a Municipal

Arpt., VOR Rwy 16, Amdt. 3
Charleston, S.C.--Charleston APB/Municlpal

Arpt., VOR Rwy 33, Amdt. 6. --
Cheraw, S.C.--Cheraw Municipal Arpt., VOR-

A, Amdt. 4
Dallas, Tex.-Dallas Love Field, VOH/DME

Rwy 13R, Amdt. 1
Dallas, Tex.-Dallas Love Field; VOR Hwy

18, Amdt. 17
Dallas, Tex.-Dallas Love Field, VOR Hwy

36, Amdt. 9
Dayton, Ohlo-Montgomery County Arpt,

VOR-A, Amdt. 8.
Dayton; Ohio-Montgomery County Arpt,

VOR Rwy 20, Amdt. 4

NDB nwy 35, Amdt. 2
Corning, Iowa--Corning Municipal Arpt,

XDB Rwy 17, Amdt. 1
Dallas, Tex.-Dallas Love Field, NDB Rwy

13L, Amdt. 8
Dallas, Tex.-Dallas Love Fleld, NDB Hwy

-31R, Amdt. 11, cancelled
Dayton, Ohlo-Montgomery County Arpt.,

NDB Rwy 9, Orig.
Fairview. Okla.-Fairvlew Municipal Arpt..

NDB Hwy 17, Amdt. 1
Fort Worth, Tex.-Meacham Field, 21DB Hwy

34R, Amdt. 1
F'ench Lick, Ind.-lcch Idck Municipal

Arpt., NDB Hwy 26, Amdt. 2
Hahllul, Hawail-ahulul Arpt. NDB Hwy

20, OrIg.
Philadelphia, Pa.--Phladelphla Intl Arpt.,

NDB Rwy 27L, Amdt. 1
Red Oak, Iowa-Red Oak Municipal Azptt

XDB *wy 17, Amdt. 1
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Rock Springs, Wyo-Rock Springs-Sweet-
water County Arpt. NDB-A, Amdt. I

Springfield. Ohlo-Springfleld Municipal
Arpt. NDB Rwy 23, Aradt. 9

Valparaiso, Ind.-Porter County Municipal
Arpt, NDB Rwy 27, Afidt.2 ,
-' - effectiveApri124,1975:

Angola, Ind.-Tri-State Arpt, NDB Hwy 5,
Orig.
* 0 0 effectiveMarch19,1975:

MU. Vernon, 11.-Mt. Vernon-Outland Arpt.
NDB Rwy 23. Amdt. 2. cancelled

S1 * effective Marchl8,19,5:
Mclae, Ga.--Telfalr-Wheeler Arpt, NDB wv;Y

20, Amdt. 3

§ 97.29 [Amended]
4. Section 97.9 Is amended by orig-

inating, amending, or canceling the fol-
lowing M.S SlAPs, effective May 8, 1975:
Dallas, Tex-lallas Love Field, ILS Rwy

13L. Amdt. 22
Dallas, Tex-Daas Love Field, ILS Rwy

31L, Amdt. 10
rtawton, Okla.-Lawton Munic1pal Arpt, IS

Rwy 35. Aradt. I
Orlando, Pla.-McCoy APBB, I nwy SL

SiAdt. 3
Philadelphia, Pa.-Philadelphia Int'l, Arpt.

ILS HRy 2M3, Amdt. 2, cancelled
Rock Springs, Wyo.-Rock Springs-Sweet-

water County Arpt, IS Rwy 25, Azadt. 18
0 a * effectiveApril3,1975:

Buffalo, N.Y.--Greater Buffalo Int'L Arpt,
I. Hwy 23, Amdt. 23
•* g effective March 12,1975:

Washington, D.C.-Dulles Intl. Arpt, S
Hwy 19L, Aadt. 4

Washington, D.C.-Dulles Int'l. Arpt, IS
Rwy 191, Amdt. 13

§ 97.31' [Amended]
5. Section 97.31 is amended by orig-

inating, amending, o. canceling the fol-
lowing RADAR SIAPs, effective May 8,
1975:
Baton Rouge, La.-Ryan Arpt, RADAR-1,

Amdt.2
Charleston. S..-Canleston APBjMunlcipal

Arpt . RADAR-I, Amdt. 8
Columbia, S.C.--Columbia Metropolitan

Arpt, RADAR-l, Amdt. 1
Dallas, Tex.-Dallas Love Field, RADAR-1,

AmdtL20

6. Section 97.33 Is amended by orig-
inating, amending, or canceling the fol-
lowing RNAV SIAPs, effective May 8,
1975:
Columbia, Mo.-Columba Regional Arpt,

RNAV Hwy 20, Orig.
Hastings, Neb.-astings Muncipal Arpt,

RNAV Rwy 14, Orig.
" * * effectiveApril24,1975:

Aurora, 3.-Aurora Municipal Arpt, RNAV

Rwy 9. Amdt. 2

* effective March 12,1975:
Washington, D.O.-Dules Int'L Arpt., R11AV

Hwy 12, Amdt.3
Washington, D.C.-Dulles Int'l. Arpt., RNAV

Hwy 19R, Andt. 2
(Secq. 3., 313, OL 1110, Federal Avlation
Act of 1958; (49 U.S.C. 1428,1354,1421,1510),
sec. 6(c) Department of Transportation Act,
(49 U.S.C. 1655(c)) and (5 U.S.C. 552(a)
(1)).)
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RULES AND REGULATIONS

• Issued in Washington, D.C., on March
20, 1975.

JA~MES M. VnMxs,
Chief,

Aircraft Programs Division.
NoTE.-Incorporation by reference pfovi-

slons in §§ 97.10 and 97.20 approved by the
Director of the Fqderal Register on May 12,
1969 (35 FR 5610).

[FR Doc.75-8042 Filed 3-26-75;8:45 am!

Title 16-Commercial Practices
CHAPTER I-FEDERAL TRADE

COMMISSION
[Docket C-2608]

The Dec,
further orde
pliance ther

It is ordero
can Credit B
Bureau of N
Bureau of T
itors Bureat
Creditors I
American Ci
phia, Inc., Aj
Colorado, I
Inc., AmerJ
Georgia, Do(
Collection

PART 13--PROHIBITED TRADE PRAC- Bureau, In
TICES, AND AFFIRMATIVE'CORRECTIVE Jemama Ini
ACTIONS corporation,

American Credit BUreau, Inc., et al. Creditors Bl
Subpart-Coercing and intimidating: can Creditor

§ 13.3561 Delinquent debtors. Subpart- American (
Corrective actions and/or requirements: Francisco, t]
§ 13.533 Corrective actions and/or re- and Jerry
quirements: § 13.533-20 Disclosures, Jack J. Sc
Subpart-Enforcing dealings or pay- officers of
ments wrongfully: § 13.1045 Enforcing spondents'
dealings or payments wrongfully. Sub- rives and e r
part-Misrepresenting oneself and any corporat
goods-Business status,, advantages or tion with th
connections: § 13.1390 Concealed sub- collect, acco
sidiary, flctitious collection agency, etc.; merce" isd
§ 13.1440 Identity; § 13.1490 Nature; Commission
§ 13.1500 Official connections; § 13.1520 desist from:
Personnel or staff. Subpart-Securing in- 1. Represe
formation by subterfuge: § 13.2168 tion, contra
Securing information by subterfuge. Sub- of the term
part-Threatening suits, not in good or "creditor',
faith: § 13.2264 Delinquent debt collec- of similar n
tion. corporate reing agencies
(See. 6, 38 Stat. 721; (15 U.S.C. 46). Inter-
preta or applies sec. 5, 38 Stat. 719, as beroth
amonded;, (15 U.S.C. 45) bers of theclearly and
In the Matter of American Credit Bu- communicat

reau, Inc., Amgrican Credit Bureau to alleged d
o1 Nevada, Inc., American Credit ents seek to
Bureau of Tucson, Inc., American the true nat
Creditors Bureau of Dallas, rn., tion by usi
American Creditors Bureau of Hou- agency" in
ston, Inc., American Creditors Bu- name under
reau of Philadelphia, Inc., American ness.
Creditors Bureau of Colorado, Inc., 2. Represe

'American Collections, Inc., American tion, orally
Collections, Inc. of Georgia, Doctors' fact, that le
Business Bureau, Lusk Collection or willbta
Agency, Affiliated Creditors Bureau,
Inc., all Corporations, and jemama 3. Represe:
Investment Company, Inc., a Cor- tion, orally o
poration, Also Trading as American or law, that
Creditors Bureau of San Diego, amounts req
American Clreditors Bureau of LOS ment of wa,
Angeles, and American Creditors erty of the
Bureau of San Francisco, and Jerry in any way,
Raker, Jerry Middleman and Jack-J. respondents
Schwartz, Individually and as Of- fenses availi
fleers of Said Corporations diction in w]

Consent order'requiring thirteen debt o4. Reorese
collection agencies, among other things Qdtion, orall
to cease misrepresenting the nature-of by debtors
their business; misrepresenting that legal Forces to pia
actions have been instituted against suit in
debtors; misrepresenting the remedies able Inform
available to respondents or defenses -files unless
available to debtors; harrassing debtors;
and misrepresenting the position or fune- ,Copies of
tion of respoiidents' agents or employees. Order, fed w

sion and Order, including
x requiring report of com-
ewith, is as follows.'

ORDER

ed, That respondents Ameri-
ureau, Inc., American Credit
evada, Inc., American Credit
u6son, Inc., American Cred-
L of Dallas, Inc., American
iureau of Houston, Inc.,
editors Bureau-of Philadel-
merican Creditors Bureau of
nc., American Collections,
[can Collections, Inc. of
etors' Business Bureau, Lusk
tgency, Afriliated Creditors
d., all corporations, and
vestment Company, Inc., a

also trading as American
ireau of San Diego, Ameri-
s Bureau of Los Angeles, and
.reditors Bureau of San
heir successors and assigns,
aker, Jerry Middleman and
Lwartz, individually and as
said corporations, and re-
officers, agents, representa-
Lployees, directly or through
e or other device, in connec-
e collection of, or attempt to
unts in commerce, as "com-
efined in the Federal Trade
Act, do forthwith cease and

nting directly or by Implica-
ry to fact through the use
s "credit," "credit bureau"

bureau," or any other terms
neaning or import, that the-
spondents are credit report-

or maintain general flies
lie credit worthiness of mem-

public unless respondents
conspicuously disclose in all
ions, both oral and written,
ebtors from whom respond-

collect past due accounts,
ure of their business opera-
Ing the phrase "collection
close conjunction with the
which they are doing busi-

nting, directly or by implica-
or in 3 iiting, contrary to
gal action has been, is being
ken against a debtor.
nting, directly or by implica-
ir in writing, contrary to fact
failure by any debtor to pay
uested will result in garnish-
ges or attachment of prop-
debtor; or misrepresenting,
the remedies available to the
or to creditors or the de-

able to debtors in the juris-
hlch collection is sought.
nting, directly or by Impli-
y or in writing, that failure
serving in the U.S. Armed
y amounts requested will re-
lplinary action or unfavor-
aton in military personnel
such representations are ex-

the Complaint, Decision and
ilth the original document.

pressly permitted by official directives or
policy statements of the Department of
Defense or the Department of Army,
Navy or Air Force; or misrepresenting,
in any manner, the consequence of re-
fusal by debtors serving In the U.S.
Armed Forces to pay amounts requested

5. Representing, directly or by implica-
tion, orally or in writing, that failure by
debtors to pay the amounts requested
will result in criminal action by law en-
forcement authorities.

. 6. Placing telephone calls to any al-
leged debtor at his place of employment
or appearing in person at any alleged
debtor's place of employment; Provided,
however, That nothing herein shall pro-
hibit any contact with the debtor at his
place of employment before such debtor
has requested, orally or In writing, that
no telephone calls or personal visits be
made to him at his place of employ-
ment, where respondents have been
totally unable, after having exercised
available lawful means, to a reasonable
extent, to contact an alleged debtor by
telephone or in person at his residence
or elsewhere.

7. Representing, directly or by Implica-
tion, orally or in writing, that any of
respondents' employees are government
officials, law enforcement officers or
agents of businesses other than debt col-
lection; or misrepresenting to any debtor,
in any manner, the position or function
of any of respondents' agents or
employees.

8. Placing of any telephone call to any'
debtor between the hours, In the time
zone of the debtor, of 9 p.m. and 8 am.
on weekdays, including Saturdays, and
between the hours of 9 p.m. and 11 a.m.
on Sundays, without first receiving per-
mission from such debtor to call during
those hours.

It is further ordered, That respond-
ents, their successors and assigns, with
respect to communications to persons
other than the alleged debtor, cease and
desist from:

a. Communicating or threatening to
communicate, or implying the fact or
existence of any debt to a debtor's em-
ployer prior to any judgment, unless spe-
cifically called for by or necessary to a
procedure prescribed by statutes.

b. Communicating with or threatening
to communicate, or implying the fact or
existence of any debt to any other third
parties, including former employers,
other than one who might be reasonably
expected to be liable therefor, except
with the. written permission of the
debtor.

c, Reporting a debt or an alleged debt
to a credit bureau unless respondents
also promptly report to said credit bu-
reau the subsequent payment of said debt
Or alleged debt, or the resolution of any
dispute concerning said debt, or alleged
debt, or any change of status favorable
to the debtor.

d. Using any language or symbol,
other than the Identification of respond-
ents as a collection agency, on envelopes
or the contents thereof indicating that
the communication relates to the collec-
tion of a debt.
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Frovided, however, nothing herein shall
prohibit -any contact in an-effort solely
to locate a debtor, whose whereabouts
are unknown, and where the fact or ex-
istence of a debt or alleged debt Is not
disclosed in any manner, directly or in,
directly, except that respondents may
identify themselves -as a collection
agency-

It is further ordered, That respond-
ents, their successors and assigns, shall,
within thirty (30) days after this order
becomes final, serve by mail or otherwise
-cause to be served on its creditor clients
or assignors of claims:-

(a) A copy of this Consent Order; and
(b) A copy of the letter attached here-

to as Appendix A signed by the President
of the appropriate respondent. -

It is further ordered, That: (a) The
respondent corporations, their successors
and assigns, shall distribute a copy of
this order to each of their operating divi-
sions.

(b) Respondents, their successors and
assigns, shall deliver a copy of this order
to all present and future personnel en-
gaged in collection procedures and se-
cure a signed statement acknowledging
receipt of said order from each such per-
son. Furthermore, respondents shall in-
.struct said employees or agents that the
practices prohibited by this order are
against respondents' business policy and
that engagement in said practices will
result in dismissal.

It is furthei oTdered, That respond-
ents, their successor and assigns, notify
the Commission at least 30 days prior to
any proposed change inthe corporate re-
spondents such as dissolution, assign-
ment or-sale iesulting in the emergence
of a successor corporation, the creation
of subsidiaries or any other change in
the corporation which may affect com-
pliance obligations arising put of the
order.

It is further ordered, That respondents,
their successors and assigns, siall within
sixty (60) days After service upon them
of this order, fle with the Commission a
report, in writing, "setting forth in detail
the manner and form in which they have
complied with this order.

(RESPONDENTS'.V

(Date)

Dflm CL=T: We have entered Into a con-
sent agreement-with the Federal Trade Com-
mission which requires certain standards of
collection practices. Our agreement with the
Commission Is for settlement purposes only
and, does not constitute an admission by us
that the law has been violated. We are en-
closing a copy of the Order for your Infor-
mation.

Very truly yours,

(President)
Enclosure.

RULES AND REGULATIONS

The Decision and Order was issued by
the Commission December 4, 1974.

[SEAL] CiAuRs A. Tomar,
Secretary.

[FR Doc.75-7901 Fied 3-2%-76;8:45 am]

[Docket C-2610]
PART 13-PROHIBITED TRADE PRAC-

TICES, AND AFFIRMATIVE CORRECTIVE
ACTIONS

A. AR. KnitwearlCo., Inc., etal.
SUBPART--Corrective actions and/or

requirements: §13.533 Corrective ac-
tions and/or requirements: § 13.533-20
Disclosures; § 13.533-53 Recall of mer-
chnan ise, advertising material, etc. Sub-
part-Neglecting, unfairly or deceptively,
to make material disclosure: § 13.18442
Care labeling of textile wearing apparel;
§ 13.1895 Scientific 'or other relevant
facts.
(Sec. 6. 38 Stat. 721; 15 U.S.C. 40. Interprets
or applies sec. 6, 38Stat. 719, as amended;
15 U.S.C. 45)

In the Matter of A. R. Knitwear Co., Inc.,
a Corporation, and Abe Rosenbluth,
and Rose Rosenbluth, Ihdivldually
and as Officers of Said Corporation.

Consent order requiring a New York
City manufacturer and distributor of
textile fiber products, among other things
to cease falling to affix labels containing
disclosures as to the proper care and
washing Instructions for Its wearing
apparel.

The Decision and Order, including
further order requiring report of com-
pliance therewith, Is as follows: 2

OaRE
It is ordered, That respondents A. R.

Knitwear Co., Inc., a corporation, Its
successors and assigns, and its officers,
and Abe Rosenbluth and Rose Rosen-
blulth, individually and as officers of said
corporation and respondents' represent-
atives, agents and employees, directly or
through any corporation, subsidiary, dl-
vislon; or other device, in connection with
the manufacturing, offering for sale, sale
or distribution of any textile product in
the form of a finished article of wearing
apparel, as the terms "textile product"
and "finished article of wearing apparel"
are defined in the Federal Trade Com-
mission's Trade Regulation Rule relating
to the Care labeling of Textile Wearing
-Apparel (16 CFR 423), In commerce, as
"commerce" is defined In the Federal
Trade Commission Act, do forthwith
cease and desist from:

1. Failing to provide, for any said
article of wearing apparel, care Instruc-
tions which when followed prevent ex-
cessive shrinkage of the article.

2. Failing to include the phrase "wash
separately" in care Instructions for the
machine or hand washing of any aid

2Copies of the domplaint, Decision and
Order filed with the original document.
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apparel whose dye would "run" or
"bleed" onto, or stain other articles
washed with said apparel.

3. Failing to provide Instructions on a
permanently aixed label which fully in-
form purchasers how to effect the regular
care and maintenance of sald-apparel.

It is further ordered, That respondents
notify by registered mail all of their
customers who have purchased, or to
whom have been delivered, the finished
articles of Wearing apparel which gave
rise to this complaint of the excessive
shrinkage and staining capacity of said
products, and effect the recall of the
products from the customers.

It is further ordered, That the re-
spondents herein relabel said articles of
wearing apparel to bring them into con-
formance with the requirements of the
Federal Trade Commission's Trade
Regulation Rule relating to the Care
Labeling of Textile Wearing Apparel (16
CFRPart423).

It is further ordered. That in addition
to the notification to customers required
above, the respondents serve a copy of
this order by registered mail, return re-
ceipt requested, on each customer who
purchased the products which gave rise
to this complaint.

It is further ordered, That respondents
notify the Commission at least 30 days
prior to any change jn the corporate re-
spondent such as dissolution, assignment
or sale resulting in the emergence'of a
successor corporation, the creation or
dissolution of subsidiaries or any other
change in *the corporation which may
affect compliance obligations arising out
of the order.

It is further ordered, That the individ-
ual respondents herein promptly notify
the Commission of the discontinuance of
their present business or employment
and of their affiliation with a new busi-
n or employment. Such notice shall
include respondents' current business
and address, the nature of the business
or employment in which they are en-
gaged as well as a description of their
duties and responsibilities.

It is further ordered, That the re-
spondent corporation shall forthwiti
distribute a copy of this order to each
of its operating divisions.

It isJurther ordered, That respondents
khall, within sixty (60) days after service
upon them of this order, file with the
Commission a report in writing setting
forth In detail the manner and form in
which they have complied with the order
to cease and desist contained herein..

The Decision and Order was Issued by
the Commission December 9, 1974.

CHna A. TornN,

[JF Doo.75-7996 Filed 3-26-75,; &4 amI
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[Docket C-2609]

PART 13-PROHIBITED TRADE PRAC-
TICES, AND AFFIRMATIVE CORRECTIVE
ACTIONS

Beatrice Maggie Edwards t~a New Faces
Subpart-Advertising falsely or mis-

leadingly: § 13.10, Advertising falsely or
misleadingly; § 13.15 Business status,
advantages or connections; § 13.15-225
Personnel or staff; § 13.15-250 Qualifi-
cations and abilities; § 13.135 Nature
of product or service; § 13.170 Qualities
or properties of product or service;
§ 13.170-24 Cosmetic or beautifying;-
§ 13.170-30 Durability or permanence;
§ 13.170-63 Non-toxic; § 13.170-78 Re-
newing, restoring; § 13.190 Results;
§ 13.195 Safety; § 1.3.205 Scientife or
other relevant facts; § 13.280 Unique
nature or advantages. Zubpart-Con-
tracting for sale any evidence of indebt-
edness prior to specified time: § 13.527
Contracting for sale any evidence of in-
debtedness prior to specified time. Sub-
part-Corrective-actions and/or require-
ments: § 13.533 Corrective actions and/
or requirements; § 13.533-10 Corrective
advertising; § 13.533-20 Disclosures;
§ 13.533-45 Maintain records; § 13.533-
45(k) Records, in general; § 13.533-53
Recall 6f merchandise, advertising ma-
terial, etc.; §-13.533-55 Refunds, re-
bates, and/or credits. Subpart--Misrep-
resenting oneself and goods-Business
status, advantages or connections:
§ 13.1520. Personnel or staff; § 13.1535
Qualifications -Goods: § 13.1685 Na-
ture; § 13.1710 Qualities or properties;
§ 13.1730 Results; § 13.1740 Scientifie
or other relevant facts; § 13.1760 Terms
and conditions; "§ 13.1760-50 Sales con-
tract; § 13.1770 Unique nature or ad-
vantages. Subpart-, Neglecting, unfairly
or deceptively, to make material dis-
closure: § 13.1870 Nature; § 13.1885
Qualities or properties; § 13.1890 Safe-
ty; § 13.1892. Sales contract, right-to-
cancel provision; § 13.1895 Scientific or
other relevant facts; § 13.1905 Terms
and conditions; § 13.1905-50 Sales con-
tract. Subpart-Offering unfair, improp-
er and deceptive inducements to pur-
chase or deal: § 13.2063 Scientific or,
other relevant facts.
(See. 6, 38 Stat. 721; (15 U.S.C. 46). Tnter-
prets or applies sec. 5, 38 Stat. 719, as
amended; (15 U.S.C. 45, 52)) [Cease and
desist order, Beatrice Maggie Edwards Z/a
New Faces, Atlanta, Ga,, Docket C-2609, Dec.
9, 1974.1

In the matter of Beatrice Maggie Ed-
wards, an individual trading and
doing business as New Faces.

Consent order requiring an Atlanta,
Ga., promoter of a medical process In-
volving the use of certain caustic chemi-
cal solutions on the face or body for the
removal of wrinkles and blemishes,
among other things to cease misrepre-
senting the nature, safety and results of
Its skin peeling process. Further, respond-
ent is required to have prospective cus-
tomers consult a physician prior to sign-
ing any contracts, 48 hours in which to
cancel the contract with full refund
rights. Further, respondent must devote

RULES AND REGULATIONS

15 percent of its advertising and oral
sales -presentations to disclosures of the
Inherent dangers and other material
facts involved with the treatment.

The Decision and Order, including fur-
ther order requiring report of compliance
therewith, is as follows:

It is ordered, That respondent Beatrice
Maggie Edwards, an individual trading
and doing businesg as New Faces, her
successors or assigns and respondent's
agents, representatives, and employees,
either directly or through any corporate
or other device, or through any francisees
or licensees, in connection with the ad-
vertising, offering for sale, sale, or dis-
pensing of the New Faces treatment
(hereinafter sometimes referred to as
respondent's treatment) or any similar
cosmetic chemosurgical process of face
lifting or skin peeling, which involves
the topical application of a caustic chem-
ical solution containing carbolic acid
(also known as phenol) or other sub-
stances on the face, neck, arms, hands
or other parts of thelhuman body for
the purpose of inducing superficial skin
burns, the result of which is the peeling
or removal of the outer layers of skin.
in commerce, as "commerce" is defined
in the Federal Trade Commission Act,
or by the United States mails within the
meaning of section 12(a) (1) of the Fed-
eral Trade Commission Act, do forthwith
cease and desist from:

A. Representing directly or by implica-
tion that:

1. Respondent's treatment or process
is solely a cosmetic process, not a medi-
cal process, or does not involve chemical
surgery.

2. Respondent's treatment or process
is painless or involves no abrasives or
caustic chemicals.

3. The potential discomfort iossibly
resulting from the application of re-
spondent's treatment or process is no
more severe than that normally associ-
ated with a sunburn.

4. Respondent's treatment is safe or
free from possible serious side effects or
complications.

5. Respondent's treatment or process
will remove or significantly reduce acne
scars, big pores, deep lines, deep wrinkles,
or sagging, redundant folds of skin.

6. Respondent's treatment will pro-
duceor result in new, soft, frdih, clear,
healthy, fine textured skin.

7. Respondent's process can be clini-
cally recommended to or safely or suc-
cessfully performed on men, young
people, elderly people, or dark-skinned
people.

8. Respondent is competently trained
and qualified to: (a) examine, advise,
and mentally prepare patients to undergo
the treatment; (b) determine whether
each patient is a proper subject for
treatment; (c) administer or perform
treatment without direction and super-
vision of a licensed medical practitioner;

'Copies of the Complaint, Decision and
Order, iled with the original document.

and (d) provide post-operative advice
and care for patients.

9. Respondent's treatment is complete
within any specified period of time.

10. Respondents treatment will cause
clients to appear any specified number
of years younger than their actual
chronological age.

11. Respondent's process Is unique,
new or special in the following or other
ways:

(a) That it Involves a secret formula
or secret solution;

(b) That It or similar processes are
only available through respondent;

(c) That it is not [vailable through
qualified plastic surgeons under more
closely controlled hospital conditions In
metropolitan areas across the country at
a substantially lower cost.

B. Failing or refusing to make clear
and conspicuous disclosures in all ad-
vertising and in all oral sale presenta-
tions, that:

1. The treatment is chemical skin-
peeling, a serious medical procedure
known as chemosurgery.

2. -The treatment involves the applica-
tion of an acid called phenol to the sldn,
causing a second-degree burn which
peels off the outer layers of the skin and
produces a change in skin appearance
solely by the body's own wound-healing
reactions.

3. The pain associated with the treat-
ment can be very severe; thus patients
are sedated or anesthetized during the
application of acid. This pain, as well as
other discomforts, such as burning,
itching, and swollen shut eyes, may per-
sist for days or weeks afterward, re-
quiring medication to control.

4. The treatment has a number of
known inherent dangers, including: (a)
Poisoning of a person's entire system by
the acid absorbed through the skin,
which can be a serious, even fatal ill-
ness; (b) Infection; (0) blindness, If the
acid gets into a patient's eyes; (d) per-
manent scarring; and (e) other compli-
cations resulting from the traumatic
nature of the procedure or the medica-
tions used.

5. A number of undesirable changes in
the skin result from chemical skin-
-peeling, necessitating the continual use
of cosmetics or medical techniques to
protect, treat, or camouflage the skin.
These may include: (a) Permanent scar-
ring; (b) changes in overall color of the
treated area; (c) mottling; (d) a line
of demarcation at the edge of the treated
area; (e) extreme redness; (f) abnormal
sensitivity of sunlight; (g) and other
traumatic skin reactions.

6. The most common sign of aging In
the neck area, which is a stringy or "tur-
key-neck" condition of the skin and
underlying tissues, is not improved by
chemical skin-peeling..

7. Almost all plastic surgeons refuse
to perform chemical skin-peeling on the
neck because the neck is not likely to be
improved by the process and is more
likely to be worsened since the risks of
undesirable side effects and skin changes
described above are greater.
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8. Only minor aspects of skin appear-
ance, such as fine wrinkles and some
skin" blemishes, can be treated by the
process.
-9. Acne scars, big pores, deep lines,

deep wrinkles, and sagging or redundant
folds of skin are not removed or sig-
nifiantly reduced by the process, yet
some of these conditions may be im-
proved-by other techniques of plastic
-surgery, such as dermabrasion or sur-
gical face-lift.

10. Most men are not advised to
undergo the process, because of difficul-
ties associated with beard growth and
the necessity fpr continual use of
cosmetics.

11. A young person whose skin has not
matured should not undergo the.process,
because of the risk of permanent skin
damage.

12. Dark-skinned persons should not
undergo the process because of the
probability of drastic pigmentation
changes.

13. Only certain kinds of people with
certain types of skin have a reasonable
chance of receiving favorable results
and avoiding adverse effects from chem-
ical skin-peeling, and only a licensed
medical practitioner familiar with such
techniques of plastic surgery and able
to evaluate complex physical, mental
and emotional factors is qualified to
examine, diagnose, advise, select, or
mentally prepare patients for chemical
skin-peeling, and only such a- profes-
sional person can provide post-operative
advice and care for patients.

14. Although- a treatment of this
serious nature is usually performed in a
hospitalt respondent I only maintains
space in her office for each patient's
treatment and recuperation.

15. It may be weeks -or months after
thetreatment before the skin is healed;
during which time a treated person has
an extremely red face, may suffer various
discomforts, an- must restrict public
activities, avoid direct or reflected sun-
light and use heavy cosmetics and sun
screens.

16. If a more youthful appearance is
achieved through the treatment, the re-
sult may not last more than a year or
two, since part of the benefit is due to
temporary swelling and since the nat-
ural aging processes begin all over again
after treatment.

17. Chemical skin-peeling is available
from qualified' plastic surgeons under
closely controlled hospital conditions in
metropolitan. areas across the country
at sub tantially lower c6st.

Respondent shall set forth the above'
disclosures separately and conspicuously
from the balance of each advertisement
and each presentation used inconnec-
tion with the advertising, offering for
sale; sale, or dispensing of respondent's
cosmetic process, and shall devote no
less than fifteen percent of each adver-
tisement or presentation to such dis-
closures. Provided -7owever, 'That in
advertisements which consist of less
than forty-eight c6lumn inches in news-

-papers or periodicals, and in radio or
television advertisements with a run-

ning time of two minutes or less, re- sheet described above and before he or
spondent may substitute the following she signs any contract for respondent's
statement, In lieu of the above require- treatment, consult with a licensed phy-
ments: sclan, who Is not In any -way associated

W -znmd: This is a medical procedure- vithorrecommended by the respondent
basically a chemical bum which. peoxa siin % regarding the nature of chemical skin-
away. It is extremely painful, talwe3 a long peeling, Its dangers, discomforts, limita-
time to heal, and exposes a per-on. to riks tions, and alternatives. Respondent shall
of poisoning, infection, permanent acarrlng, obtain from each prospective patient a
and other medical complicatlons. If per- certificate, signed by the physician who
formed on the neck, the process may make It was thus consulted, specifying that the
look worse. Many signs of aging aro'not Im-proved by this process, and the benefit, It 1bhYsicla:

any. Is mainly temporary. Only certain inds a. Understands what responden's
of people can benefit from this proce , and treatment Is and the conditions under
they should be diagnosed. selected. treated, which it will be performed:
and continually cared for by a qualified doc- b. Has explained to the prospective
tor under closely controlled medical condl- patient the nature of the treatment, its
tions. (Statement required by order Of the dangers, discomforts, limitations, and
Federal Trade CommLion) - alternatives;

Respondent shall set forth the above c. Has conducted or has examined the
disclosure separately and conspicuously results of tests appropriate to determine
from the balance of each advertis ent, prospective patient's physical fitness to
stating nothing to the contrary or In undergo respondent's treatment and has
mitigation thereof, and shall devote no discussed these results with the prospec-
less than fifteen percent of each adver- tive patient; and
tisement to such disclosure, and If such d. Has reviewed appropriate aspects of
disclosure Is made in print, It qhall be In the prospective patient's medical history
at least eleven-point type. and has discussed these aspects with the

propective patient.
This certificate shall specify the date

It is further ordered, That respondent: and approximately time of the consulta-
1. Recall and retrieve, from each and. tion. and respondent shall retain all such-

every licensee and sales representative, certificates for three years.
all advertisements and material upon
which advertisements or oral sales pres-
entations are based, which contain any
of the representations prohibited by
Paragraph I(A) of this order or which
fail to make the disclosures required by
Paragraph I(B).

2. Deliver a copy of this order to each
present and future franchisee, licensee.
and sales representative, and to each 11-
censed medical practitioner associated
with rqsPondent or her licensees; and
obtain a written acknowledgement from
each of the receipt thereof.

3. Obtain from each present and fu-
ture franchisee, licensee, or sales rep-
resentative an agreement in writing (a)
to abide by the terms of this order, and
(b) to the cancellation- of their license
or franchise for failure to do so; and
that respondent cancel the license or
franchise of any licensee or franchisee
that fails to abide by the terms of this
order.

it is further ordered, That respondent:
I. Provide prospective and present pa-

tients, as soon as possible after initial
sales contact Is made with such person
and before such person signs any docu-
ment, relating to respondent's process,
an information sheet which shall be
furnished to the prospective patient and
which contains nothing but the dis-
closures, numbered 1 to 17, set forth in
Paragraph I(B). Respondent shall allow
these persons ample, uninterrupted op-
portunity to read and consider the don-
tents of this information sheet. Respond-
ent shall retain a copy of this Informa-
tion sheet, after It is signed and dated
by the person, for a period of two years.

2. Require that each such prospective
patient, after receipt of the Information

'V
It is further ordered That no contract,

for respondent's process shall become
binding on the patient prior to forty-
eight hours after the patient has con-
sulted with the physician who will direct
and supervise the performing of the
treatment and inspected and approved
the treatment and recuperation facil-
Ities. and that:

1. Respondent shall clearly and con-
splcuously disclose, orally prior to the
time of sale, and in viriting on any con-
tract, promissory note or other instru-
ment signed by the patient, that the pur-
chaser may rescind or cancel any obliga-
tion incurred, with return of all monies
paid, by mailing or delivering a notice of
cancellation to the respondents place of
business prior to the end of 'this period.

2. Respondent shall provide a separate
and clearly understandable form which'
the purchaser may use as a notice of
cancellation.

3. Respondent shall return to such pa-
tient, within forty-elght hours after re-
ceipt of notice of cancellation, all monies
paid.

4. Respondent shall not negotiate any
contract, promissory note, or other in-
strument of indebtedness to a finance
company or other third party prior to the
time the patient Is treated.

V
It is further ordered, That respondent

cease and desist from the following un-
fair practice:

Failing or refusing to use a licensed
medical practitioner, who is familiar
with such techniques of plastic surgery,
who Is operating within the limits of his
or her profession, and who is qualified to
evaluate complex physical, mental and
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emotional factors, to examine, diagnose,
advise, select, or mentally prepare all
prospective patients for chemical skin-
peeling, to supervise and direct all ad-
ministrations or applications of the
treatment, and to provide post-operative
advice or care for all such patients.

VI
It is further ordered, That respondent

maintain at all times in the future, for
a period of not less than three (3) years,
complete business records relative to the
manner and form of her continuing
compliance with the above terms and
provisions of this order.

VII
It is further ordered, That the individ-

ual respondent named herein promptly
notify the Commission of the discon-
tinuance of her present business or em-
ployment, and of her affiliation with a
new business or employment, in the
event of such discontinuance of affilia-
tion. Such notice shall include re-
spondent's current business address and
a statement as to the nature of the busi-
ness or employment in which she is en-
gaged as well as a description of her
duties and repponsibilities.

It is further ordered, That the re-
spondent corporation shall forthwith
distribute a copy of this order to each of
its operating divisions.

IX

-It is further ordered, That respondent
notify the Commission at least 30 .days
prior to any proposed change in the cor-
porate respondent such as dissolution,
assignment or sale resulting in the em-
ergence of a successor corporation; the
creation or dissolution of subsidiaries or
any other, change in the corporation
which may affect compliance obligations
arising out of the order.

X
It is further ordered, That the re-

spondent herein shall within sixty (60)
days after service upon her of this order,
file with the Commission a report, in
writing, setting forth in detail the man-
ner and form in which she has complied
with this order.

The Decision and Order was issued by
the Commission December 9, 1974.

CmRLEs A. TOBrn,
Secretary.

[FR Doc.75-7904 Filed 3-26-75;8:45 am]

[Docket C-2611]
PART 13-PROHIBITED TRADE PRAC-

TICES, AND AFFIRMATIVE CORRECTIVE
- ACTIONS

Bel-Mor Knitwear, Inc., et al.
Subpart--Corrective actions and/or

requirements: § 13.533 Corrective ac-
tions and/or requirements: § 13.533-20
Disclosures; § 13.533-53 Recall of mer-
chandise, advertising material, etc. Sub-
part--Neglecting, unfairly or deceptively,

to make material disclosure: J 13.18441
Care labeling of textile wearing apparel;
§ 13.1895 Scientific or other relevant
facts.
(Sec. 6, 38 Stat. 721; 15 U.S.C. 46. Interprets
or applies'sec. 5, 38 Stat. 719, as amended; 15
u.S.c. 45)
In the Matter of Bel-Mor Knitwear, Inc,

a Corporation, and Aaron Genicoff,
Individually and as an Officer of
Said Corporation

Consent order requiring a New York
City manufacturer and distributor of
textile products among other things to
cease failing to provide instructions on a
permanently affixed label which inform
purchasers how to effect regular care
and maintenance of respondents wear-
ing apparel.

The Decision and Order, including fur-
ther'order requiring reporat of compliance
therewith, is as follows:

ORDER

It is ordered, That respondents Bel-
Mor Knitwear, Inc., a corporation, its
successors and assigns, and Its officers,
and Aaron Genicoff, individually and as
an officer of said corporation and re-
spondents' representatives, agents and
employees, directly or through any cor-
poration, subsidiary, division, or other
device, in connection with the manufac-
turing, offering for sale, sale or distribu-
tion of any textile product in the form
of a finished article of wearing apparel,.
as the terms "textile product" and
"finished article of wearing apparel" are
defined in the Federal Trade Commis--
sion's Trade Regulation Rule relating to
the Care Labeling of Textile Wearing
Apparel (16 CFR 423), in commerce, as"4commerce"' is defined in the Federal
Trade Commission Act, do forthwith
cease and desist from:

1. Failing to provide, for any- said
article of wearing apparel, care instruc-
tions which when followed prevent ex-
cessive shrinkage of the article.

2. Failing to include the phrase "wash•
separately" in care instructions for the
machine or hand washing of any said
apparel whose dye would "rum" or "bleed"
onto, or stain other articles washed with
said apparel.

3. Failing to provide instructions on
a permanently affixed label which fully
inform purchasers how to effect the regu-
lar care and maintenance of said apparel.

It is further ordered, That respond-
ents notify by registered mail all of their
customers who have purchased, or to
whom have been delivered, the finished
articles of wearing apparel which gave
rise to this complaint of the excessive
shrinkageand staining nature of said
products, and effect the recall of said
products from subh customers.

It is further ordered, That the re-
spondents herein relabel said articles of
wearing apparel to bring them into con-
formance with the requirements of the

.New.2 Copies of the Complaint, Decision and
Order-filed with the original document.

Federal Trade Commission's Trade Regu-
lation Rule relating to the Care Labeling
of Textile Wearing Apparel (16 CFR Part
423).

It is further ordered, That respond-
ents notify the Commission at least 30
days prior to any change in the corporate
respondent such as dissolution, assign-
ment or sale resulting in the emergence
of a successor corporation, the creation
or dissolution of subsidiaries or any other
change In the corporation which may
affect compliance obligations arising out
of the order.

It is further ordered, That the Indi-
vidual respondents herein promptly
notify the Conmission of the discon-
tinuance of their present business or em-
ployment and of their affiliation with a
new business or employment. Such notice
shall include respondents' current busi-
ness and address, the nature of the busi-
ness or employment in which they are
engaged as well as a description of their
duties and responsibilities.

It is further ordered, That the re-
spondent corporation shall forthwith
distribute a copy of this order to each of
its operating divisions.

It is further ordered, That respondents
shall, within sixty (60) days after service
upon them of this order, file with the
Commission a report In writing setting
forth in detail the manner and form in
which they have complied with the order
to cease and desist contained herein.

The Decision and Order was issued by
the Commission, December 9, 1974.

CHARLES A. TobiN,
Secretary.

[FR Doc.75-7905 Flied 3-26-75;8:45 am]

[Docket 0-2161]

PART 13-PROHIBITED TRADE PRAC-
TICES, AND AFFIRMATIVE CORRECTIVE
ACTIONS

C & C Distributing Co., Inc., at al,'
Subpart--Advertising Falsely or mis-

leadingly: § 13.10 Advertising falsely
or misleadingly; § 13.15 Business status,
advantages or connections; § 13.15-225
Personnel or staff; § 13.15-250 Quall-
fications and abilities; § 13.50 Dealer
or seller assistance; § 13.60 Earnings
and proftts; § 13.135 Nature of product
or service; g 13.143 Opportunities;
§ 13.160 Promotional sales plans;
§ 13.175 Quality of product or service;
§ 13.195 Safety; § 13.195-30 Invest-
ment; § 13.205 Scientific or other rele-
vant facts; § 13.250 Success, use or
standing. Subpart--Corrective actions
-and/or requirements: § 13.533 Correc-
tive acttions and/or requirements;
§ 13.533-20 Disclosures. Subpart-
Delaying or withholding corrections, ad-
justments or action owed: § 13.675
Delaying or withholding corrections, ad-
justments or etion owed. Subpart-.
Failing to maintain records: § 13.1051
Failing to maintain records; ? 13.1051-10
Accurate; § 13.1051-30 Formal regula-
tory and statutory requirements. Sub-
part--Misrepresenting oneself and
goods-Business status, advantages or
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connections: § 13.149) Nature; § 13.1520
Personnel or staff; § 13.1535 Qualiflca-

- tions; §13.1560 Reputation, success or
standing. -Goods: § 13.1608 Dealer or
seller assistance; § 13,1615 Earnings
'and profits; § 13.1685 Nature; § 13.1697

Opportunities in proauct or service;
§ 13.1740 Scientific or other relevant
facts; § 13.1755 Success, we, or stand-
ing. -Promotional sales plans: § 13.1830
Promotional sales plans. Subpart-Ne-
glecting, unfairly or deceptively, to make
material disclosure: § 13.1855 Identity;
§ 13.1870 Nature; § 13.1889 Risk of
loss; § 13.1892 Sales contract, right-to-
cancel provision; § 13.1895 Scientific or
other relevant facts; § 13.1905 Terms
and conditions; § 13.1905-50. Salespon-
tract. Subpart-Offering" unfair. im-
proper and deceptive inducements to
purchase or deal: § 13.1935 Earnings
and profits; § 13.1985 Individual's spe-
cial selection or situation; § 13.2015
Opportunities in product or service;
§ 13.2045 Sales assistance; § 13.2063
Scientific or othe relevant facts.
(Sec. 6, 38 Stat. 721; (15 U.S.C. 46). Inter-
prets or applies sec. 5. 38 Stat. 719, as
amended; (15 U.S.C. 45) )

In the Matter of C & C Distributing Co.,
Inc., a Corporation, and William
Thomas Hall, Individually and as
an Officer of Said Corporation.

Consent order requiring a Terrell,
Texas, seller and distributor of ladies'
cologne and franchises in relation there-
to, among qther things to cease mis-
representing the nature of its franchises
or distributorships; misrepresenting the
risks involved in the investment; mis-
represdnting-earnings and profits; fail-
ing to maintain accurate records sub-
stantiating representations made; fail-
ing to make certain disclosures as to the
background and experience of respond-
ent and the success of the franchises sold
by respondent. Respondent is further re-

-quired to allow, future purchasers a 10-
day cooling-off period in which to cancel
the contract.

The order to cease and desist, includ-
ing further order requiring relort of
compliance therewith, is as follows:'

It is ordered, That respondents C & C
Distributing Company, Inc., a corpora-
tion, and its officers, and William
Thomas HAL. individually and as an
officer of said corporation and respond-
ents' representatives, 'agents and em-
ployees, directly or through any cor-
porate -or other device, in connection
with the advertising, 'offering for sale,
sale or distribution of perfume and
ladies cologne and routes, licenses and
franchies in relation thereto, or any
other route, franchise, license, product,
or service,-in commerce, as "commerce,#
is definedin the Federal Trade Commis-
sion Act, do.forthwith cease and desist'
from: -

A. Representing, directly or by impJi-
cation, orally, in writing, or visually,
that:

Copies of the complaint and decision and
order Med with the original document.

1. Exclusive franchises or distributor-
ships for established retail and super-
market accounts are offered, or misrep-
resenting in any manner the nature of
the franchises or distributorships.

2. Any amount invested is secured by
inventory worth the amount invested
and there is no risk of losing the money
so invested or misrepresenting, in any
manner, the amount of securitylprovlded
by the inventory or the rsk of losing
all or any part of the investment.
• 3. Profitable accounts and routes are
established. New accounts and routes,
when the original location Is not profit-
able are obtained, or misrepresenting in
any manner, the establishing or quality
of the accounts and routes.

4. Persons who purchase any such
products or services and engage in busl-
ness can or will derive any stated amount
of sales, profits or earnings, or repre-
senting directly or by implication, the
past or present sales, profits or earnings
of purchasers of any such products or
services, routes, licenses, franchises or
distributorships unless in fact the past
sales, or the profits and earnings repre-
sented, are those of a substantial num-
ber of purchasers and accurately reflect
the average sales, profits or earnings of
such purchases under circumstances
similar to those of the franchisee or dis-
tributor or the prospective franchisee or
distributor to whom the representation
is made or misrepresenting, in any man-
ner, the past, present, or future sales,
profits or earnings from the engagement
in business and resale of any such
products or services.

5. Persons who purchase any such
products or services and engage in busi-
ness must have special qualifications or
be specially selected to qualify for pur-
chases of any such products or services
and engage in business.

6. Continuing assistance and advice to
their distributors or franchisees is of-
fered, or misrepresenting, in any man-
ner, the type and duration of assistance
and advice offered.

B. Failing to maintain accurate rec-
ords which substantiate that any past
or present sales, profits or earnings rep-
resented are accurate and are those of
a substantial number of franchisees or
distributors and accurately reflect the
average sales, profits or earnings, of such
franchisees or distributors under circum-
stances similar to those of the franchisee
or distributor oi prospective franchisee
or distributor to whom the representa-
tion is being made.

C. Failing to furnish any prospective
franchisee with all of the following in-
formation, In a clear, permanent, ad
straight-forward form, at the time when
contact is first established between such
prospective franchisee and respondents
or their representatives:

1. A factual description of the fran-
chise offered or to be sold.

2. The business experience, stated In-
dividually, of each of the franchisor's di-
rectors, stockholders owning more than
ten percent of the stock, and the chief
executive officers for the past ten years;

and biographical data concerning all
such persons.

3. The business experience of the
franchisor, including the length of time
the fianchisor has conducted a business
of the type to be operated by the fran-
chisee; has granted franchises for such
business; and has granted franchises in
other lines of business.

4. Where such is the case, a statement
that the franchisor or any of its di-
rectors, stockholders owning more than
ten percent of the stock, or chief execu-
tive officers:

a. Have been held liable in a civil
action, convicted of a felony, or pleaded
nolo contendere to a felony charge in
any case involving fraud, embezzlement,
fraudulent conversion, or misappro-
priation of property;

b. Are subject to any currently effec-
tive injunctive or restrictive order or
ruling relating to business activity as a
result of action by any public agency or
department: or

c. Have filed bankruptcy or been as-
soclated with management of any com-
pany that has been involved in bank-
ruptcy or reorganization proceedings; or

d. Are, or have been, a party to any
cause of action brought by franchisees
against the franchisor.
Such statement shall set forth the
identity and location of the court, date
of convlctlon or judgment any penalty
imposed or qlamages assessed, and the
date, nature, and issuer of each such
order or ruling.

5. The financial history of the-fran-
chisor, including balance sheets and
profit and loss statements for the most
recent flve-year-period; and a statement
of any material changes in the financial
condition of the franchisor since the date
of such ilnanclal statements. I

6. A description of the franchise fee:
and a statement indicating whether, all
or part of the franchise fee may be re-
turned to the franchisee and the condi-
tions under which the fee will be re-
funded. -,

7. The formula by which the amount
of such franchise fee is determined if
the fee is not the same in all cases.

8. A statement of the number of fran-
chises preserltly operating and the num-
ber proposed to be sold, indicating which
existing franchises, if any, are compang-
owned and their addresses.

9. A statement of the number of fran-
chises, if any, that operated at a loss dur-
Ing the pfevlous year.

10. A statement of the conditions
under which the franchise agreement
may be terminated orrenewal refused,
or repurchased at the option of the fran-
chisor, and a statement of the number of
franchisees that fell into each of these
categories during the past 12 months.

11. A statement of the conditions and
terms under which the franchisor alIow
the franchisee to sell. lease, assign, or
otherwise transfer his franchise, or any
Interest therein.

12. A statement of the conditions
under which the franchisee agreement
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may be terminated or renewal refused
or repurchased at the option of the fran-
chisor, and a statement of the number of
franchisees that fell into each of these
categories during the past 12 months.

13. A statement of the conditions and
terms under which the franchisor allows
the' franchisee to sell, lease, assign or
otherwise transfer his franchise, or any
interest therein.

14. A statement of the terms and con-
ditions of any financing arrangements
offered directly or indirectly by the
franchisor or affiliated persons, and a de-
scription of any payments received by
the franchiser from any persons for the
placement of, financing with such
persons.

15. A list of at least ten representative
operating franchises with addresses and
telephone numbers, similarly situated to
the franchise offered and located in the
same geographic area, if possible.

16. A statement of the average length
of service of personnel who are respon-
sible for assisting the franchisee at his
location, and the average number of
hours such personnel spent during the
past year with each franchisee that was
In business for less than one year.

17. If the franchisor informs the pro-
spective franchisee that it intends to pro-
vide him with training, the franchisor
must state the -number of hours of In-
struction and furnish the prospective
franchisee with a brief biography of
the instructors who will conduct the
training.

All of the foregoing information 1. to
17. is to be contained in a single dis-
closure statement, which shall not con-
tain any promotional claims or other in-
formation not required by this order. The
statement shall carry a distinctive and
conspicuous cover sheet with the follow-
ing notice (and no other) imprinted
thereon in bold face type of not less than
10 point size:
IXFORMATIOaN FOR PROSPECTIVE FRANCmISEES

REQUIRED BY FEDERAL TRADE COMMISSION
DECISION AND ORDER

This Information is provided for your own
protection. It Is in your best interest to
study It carefully before making any com-
mitment. If you do sign a contract, you may
cancel it, and obtain a full refund of any
money paid, for any reason, within ten busi-
ness days after either signing such contract
or receiving this disclosure statement, which-
ever occurs later. Details appear on the con-
tract Itself.

It is further ordered, That respondents
shall cease and desist from making any
claim:

1. In any advertising, promotional
material, or disclosure statement, or in
any oral sales presentation, solicitation,
or discussion between a franchisor's rep-
resentative and prospective franchisees
for which the franchisor does not have
substantiation In its possession, which
substantiation shall be made available
to prospective franchisees upon demand.
This provision applies, but Is not limited,
to statements concerning the experience
or qualifications, or lack of experience or
qualifications, needed for success as a
franchisee;

2. In any advertising or promotional
material, or In any oral sales presenta-
tion, solicitation, or discussion between
a franchisor's representatives and pro-
spective franchisees, which (directly or
by implication) contradicts or exceeds
any of the statements required to be
disclosed by para. (B) of this order.

It is further ordered, That respond-
ents herein cease and desist from:

(a) Failing to include immediately
above and on the same page as the
franchisee's signature line of any con-
tract establishing or confirming a fran-
chise agreement, the following statement
in bold face print at least 50 percent
larger than any other print in the body
of such contract, or in bold face print of
a contrasting color:
NOTICE: YOU ARE ENTITLED TO CER-

TAIN IMPORTANT INFORMATION 'ON-
CERNING THIS TRANSACTION ENTITLED,
"INFORMATION FOR PROSPECTIVE FRAN-
CHISEES REQUIRED BY FEDERAL TRADE
COMMISSION DECISION AND ORDER."
IT IS IN YOUR BEST INTEREST TO DE-
MAND AND STUDY SUCH INFORMATION.
YOU MAY CANCEL THIS CONTRACT FOR
ANY REASON WITHIN TEN BUSINESS
DAYS AFTER EITHER SIGNING THIS CON-
TRACT OR RECEIVING THE REQUIRED
INFORMATION, WHICHEVER OCCURS
LATER. If you do choose to cancel, you will
be entitled to receive a full refund within
ten business days after franchisor receives
notice of your cancellation. You may use
any reasonable method to notify franchibor
of your cancellation within the grace period.
For your protection you may wish to use
certified mail with return receipt requested,
or a telegram, either of which should be sent
to the address below. (Franchisor will Insert
here the address and telephone number to
which such notices should be sent.)

(b) Failing to cancel any contract for
which a notice of cancellation was sent
by any reasonable means within ten
business days after either the contract's
execution, or the franchisee's receipt of
all required information, whichever oc-
curs later, or to refund any money paid
by franchisee within ten business days
after the date of receipt of such notice of
cancellation.
(c) Falling to furnish the prospective

franchisee upon request at any time, and
in the absence of any request, before
consummation of any agreement, with a
bopy of the franchise agreement pro-
posed to be used.,

It is further ordered, That the in-
dividual respondent William Thomas
Hall, promptly notify the Commission of
the discontinuance of his present busi-
ness or employment and of his affiliation
with a new business or employment.
Such notice shall include respondents
current business address and a state-
ment as to the nature of the business
or employment in which he Is engaged as
well as a description of his duties and
responsibilities.

It is further ordered, That the re-
spondents herein shall, within sixty (60)
days after service upon them of this
order, file with the Commision a report
in writing setting forth in detail the
manner and form in which they have
complied with this order.

It is further ordered, That respondents
notify the CommIzslon at least thirty
(30) days prior to any proposed change
in any of the corporate respondents such
as dissolution, assignment, or sale re-
suiting In the emergence of a successor
corporation, the creation or dissolution
of subsidiaries or any other change in
the corporation which may affect com-
pliance obligations arising out of this
order.

It is further ordered, That respondents
deliver a copy of this order to cease and
desist to all of their present and future
personnel engaged In the offering for
sale, or sale of franchises, services, or any
other products or services, or in any as-
pect of preparation, creation, or placing
of advertising, and that respondents
secure a signed statement acknowledging
receipt of said order from each such per-
son.

The Decision and Order was Issued by
the Commission, December 17, 1974.

CHARLES A. Tonru,
Secretary.

[FR Doc.76-9003 Filed 3-2G-.7;8:45 am]

[Docket C-26181

PART 13-PROHIBITED TRADE lIRAC.
TICES, AND AFFIRMATIVE CORRECTIVE
ACTIONS
Credit Bureau of Greater Syracuse, Inc.,

et al.
Subpart-Collecting, assembling, fur-

nishing or utilizing consumer reportz:
§ 13.382 Collecting, assembling, furnish-
ing or utilizing consumer reports: § 13,-
382-1 Confidentiality, accuracy, rele-
vancy, and proper utilization: §'13.382-.
1(a) Fair Credit Reporting Act;
§ 13.382-5 Formal regulatory and/or
statutory requirements: § 13.382-5(0)
Fair Credit Reporting Act
(Sec. 6, 38 Stat. 721; (15 U.S.C. 40). IntDr-
pret or apply sec. 6, 38 Stat. '119, as amonded
82 Stat. 146, 147, 84 Stat. 1127-36; (15 U.S.C.
1801), et seq.)

In the Matter of Credit Bureau of
Greater Syracuee, Inc., a CorPora-
tion, and Richard W. Vale, Individ-
ually and as an Officer of Said Cor-
poration

Consent order requiring a Syracuse,
N.Y,, credit bureau, among other things
to cease furnishing credit reports on con-
sumers to persons It had no reason to
believe intended to use the information
for a permissible purpose; failing to dis-
close to properly Identified consumers In-
formation in their files; failing to rein-
vestigate disputed information within a
reasonable period of time; and imposing
fees for making required disclosures or
when conducting a reinvestigation.

The Decision and Order, including fur-
ther order requiring report of complIaice
therewith, is as follows:'

%Coples of the Complaint, Decision and
Order, filed with tho original document.
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It is ordered, That respondent Credit
Bureau of Greater Syracuse, Inc., a cor-
poration, its successors and assigns, and
its officer Richard W. Viale, individually
and as an officer of said-corporation, and
tespondents' agents, representatives and
employees, directly or through any cor-
poration, subsidiary, division or other de-
vice, in- connection with the collecting,
assembling or furnishing of consumer
reports, as "consumer report" is defined
in section 603(d) of the Fair Credit Re-
porting Act (Pub. L. 91-508, 15 U.S.C.
1601 et seq.), shall forthwith cease and

-desist from:
1. Submitting consumer report infor-

mation to persons whom respondents
have no reason to believe intend touse
the information for a permissible pur-
pose as set out in section 604 of the Act.

2. -Failing to disclose to any consumer,
upon request and proper identification,
the nature and substance of all informa-
tion (including claims information. but
excluding medical information) in re-
spondents' files- on the consumer at the
time of the request, in accordance with
section 609 (a) of the Fair Credit Report-
ing Act.
3. Failing to make the disclosures re-

_quired by section 609 of the Fair Credit
Reporting A~it by telephone as required
by section 610 of the Act, or discourag-
ing such disclosures.

4. Failing within ten working days to:
(a) Reinvestigate any item of infor-

mation, the completeness or accuracy of
which is disputed by the consumer and
reco-d the current status of the infor-
mation unless they have reasonable
grounds to believe the dispute is-frivolous
or irrelevant, as required by section 611
.(a) of the-Act.

(b) Delete any information which is
found to be inaccurate or can no longer
be verified, as required by section 611(a)
of the Act.
t 5. Failing to provide notification that
an item of information has been-deleted
or corrected to recipients of previous re-
ports (within the past two years for em-
ploynent purposes and, the past six
months for any other purpose) when
specifically requested to 'do so by the
consumer, as required by section 611(d)
of the Act.

6. Imposing a charge on consumers for
making disclosures pursuant to section
609, and when furnishing consumer re-
ports- pursuant to section 611(d), when
requested by consumers within 30 days
after receipt of a notification pursuant
to section 615 of some adverse- action, in
accordance with the requirements of sec-
tion 612 of the Fair Credit Reporting Act.

7. Imposing a charge on consumers
when conducting a reinvestigation of dis-
puted information in a consumer's fles
as required by section 611(a) of the Fair
Credit \Reporting. Act.

It s further ordereld, That respofid-
ents herein shall deliver a-.copy of this
order to cease and desist ti all present
and future personnel, including em-
ployees and representatives, engaged in
the preparation of reports including con-
sumer reports, and engaged in the dis-,

closure and reinvestigation of all in- It is ordered, That respondent, Leon
formation in said reports, and that re- Birnbaum, individually and trading as
spondents secure a signed statement Jolie Knitwear or trading under any
acknowledging receipt of said order from other name, his successors and assigns,
each such person. and respondent's representatives, agents

It is further ordered, That the and employees, directly or through any
individual respondent named herein corporation, subsidiary, division, or other
promptly notify the Commission of the device, In connection with the manufac-
discontinuance of his present business or turing, offering for sale, sale or distribu-
employment and of his afilliation with a tIon of any textile product in the form of
new business or employment. Such no- a finished article of wearing apparel, as
tice shall include respondent's current the terms "textile product" and "finished
business or employment In which he is article of wearing apparel" are defined in
engaged, as well as a description of his the Federal Trade Commission's Trade
duties and responsibilities. Regulation Rule relating to the Care

It is further ordered, That respondents Labeling of Textile Wearing Apparel (16
notify the Commission at least thirty CFR Part 423), in commerce, as "com-
(30) days prior to any proposed change merce" Is defined in the Federal Trade
in the corporate respondents, such as Commission Act, do forthwith cease and
dissolution, assignment or sale, resulting desist from:
in the emergence of a successor corpora- 1. Failing to provide, for any said arti-
tion, the creation or dissolution of sub- cle of wearing apparel, care instructions
sidiaries, or any other change in, the which when followed prevent excessive
corporation which may affect compliance shrinkage of the article.
obligations arising out of the order. 2. Failing to include the phrase "wash

It is further ordered, That respondents separately" in care instructions for the
herein shall within sixty (60) days after machine or hand washing of any said
service upon them of this Order, file with apparel whose dye would Jrnm" or
the Commission a report in writing set- "bleed" onto, or stain* other articles
ting forth in detail the manner and form washed with said apparel.
in which they have complied with this 3. Failing to provide instructions on a
Order. permanently affixed label wihich fully in-

The Decision and Order was Issued by form purchasers how to effect the regular
the CommisIon December 24,1074. care and maintenance of said apparel

It is further ordered. That, respondentCHARJLS J.- ToDIU, notify by registered mail all of his cus-
Secretary. tomers who have purchased, or to whom

[FR Doc.75-7902 Filed 3-2G-75;8:45 am] have been delivered, the finished articles
of wearing apparel which gave rise to this
complaint of the excessive shrinkage and(Docket C-28121 staining nature of said products, and

PART 13-PROHIBITED TRADE PRAC- effect the recall of said products from
TICES, AND AFFIRMATIVE CORRECTIVE such customers.
ACTIONS It is further ordered, That the re-

Leon Bimbaum t/a Jolie Knitwear spondent herein relabel said articles of
wearing apparel to bring them into con-

Subpart-Corrective actions and/or formance with. the requirements of the
requirements: § 13.533 Corrective ac- Federal Trade Commission's Trade Reg-
tions and/or requirements; § 13.533-20 ulation Rule relating to the Care-Label-
Disclosures; § 13.533-53 Recall of mer- Ing of Textile Wearing Apparel (16 CFR
chandise, advertising material, etc. Sub- Part 423).
part--Neglecting, unfairly or deceptively, It is further ordered, That in addition
to make material disdlosure: 5 13.1844 to the notification to customers required
Care labeling of textile wearing apparel; 1 above, the respondent serve a copy of this
§ 13.1895 Scientific or other relevant order by registered mail, return receipt
facts. requested, on each customer who pur-
(Sec. 6, 38 Stat. 721; 15 U.&O. 46. Interprts chased the products which gave rise to,
or applies sec. 5. 38 Stat. 719,' a amended: this complaint.
15 U.S.C. 45) [Ceaso and desrt order, Leon. It is further ordered, That the re-Birnbaum t/a Jollo Nnlt ,ear, Nov. York,City. Docket/ C--202, Dm .9, 1974.] spondent promptly xnotify the Commis-

y 1on of the discontinuance of his present
In the Matter of Leon Birnbaum, an In- busines s or employment and of his affilha-

dividual Trading as Jolle Knitwear. tion with a new business or employment-
Consent order.requiring a New York Such notice shall include respondent's

City manufacturer of textile fiber prod- current business and address, the nature
ucts, among other things to cease lailing of the business or employment in which
to label its merchandise with informa-
tion relative to proper care and washing he is engaged as well as a description of
instructions of its wearing apparel. his duties and responsibilities.

The Decision and Order, including fur- It is further ordered, That respondent
ther order requiring report oX compil- shall, within sixty (60) days after serv-
ance therewith, is as follows: 2  ,Ice upon him of this order, file with the

Commission a report in writing setting

N ew. forth in detail the manner-and form in
Copies of tho Complaint. Decision and which he has complied with the order

Order, filed with tho original document, to cease and desist contained herein.
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The Decision and Order was Issued by
the Commission, December 9, 1974.

CHARLES A. TOBIn,
Secretary.

[FR Doc.75-7994 Filed 3-26-75;8:45 am]

( [Docket No. C-2134]

PART 13-PROHIBITED TRADE PRAC-
TICES, AND AFFIRMATIVE CORRECTIVE
ACTIONS

Plaza Club, Inc., et al.
Codification under Part 13 appears at

37 FR 4249, March 1, 1972.
(Sec. 6, 38 Stat. 721; 15 U.S.C. 46. Interprets
or applies see. 5,38 Stat. 719, as amended;
15 U.S.C. 45) [Modifled order to cease and
desist, Plaza Club, Inc., et al., Docket C-2134,
Dec. 17. 1974]

In the Matter of Plaza Club, Inc., a
Corporation, and Health Spa, Inc., a
Corporation, and European Health
Spa, Inc., a Corporation, and James
R. Booker, Individuallyand as an
Off icer of Said Corporations, and
George E. Shore, Individually and
as a Stockholder of Said Corpora-
tions, and European Health Spa &
Country Club, Inc., a Corporation,
and James R. Booker and George E.
Shore, Individually and as Officers
of Said Corporation.

Order modifying subparagraph (J)
of Paragraph I of a consent order issued
against respondents, 80 F.T.C. 62, to
except the use of negotiable instruments
in consumer credit transactions in the
State of Kansas 1

The ordering reopening proceedings
and modifying order to cease and desist
is as follows: -

This matter is before the Commission
upon a motion captioned 'Petition to Re-
open Docket," received October 29, 1974,
filed by Spa Fitness Centers, Inc., Carl
Lane, Kenneth Melby and Scott Rice,
successors in interest to the above-
captioned respondents; The Bureau of
Consumer Protection has filed an answer
dated NoV6mber 26, 1974.

Petitioners point ofit that the law of
Kansas, in which they transact business,
now forbids the use of negotiable in-
struments in those consumer credit
transactions in which they engage, and
the law further preserves all defenses of
a consumer against a third party to
whom an instrument of indebtedness
may have been negotiated in violation of
the law. Therefore, the disclosure
required by paragraph I (J) of the order
in this matter is no longer necessary,
and indeed may be misleading with re-
spect to contracts governed by Kansas
law. Respondents seek exemption from
the requirement for their operations In
Kansas, and the Bureau of Consumer
Protection does not object.

The -Commission has considered the
arguments of the parties and has deter-
mined, in the exercise of its discretion,
to grant the petition to reopen, and

1 Copy of the Order Reopening ,P'oceedings
and Modifying Order to Cease and Desist filed
with the original document.
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to modify the order as provided
hereinafter:

It is ordered, That the proceedings in
this matter be reopened and that sub-
paragraph (J) of paragraph I of the
Order to Cease and Desist issued against
respondents on January 14, 1972, be
modified to read as follows:

With the exception of contracts exe-
cuted in the State of Kansas and to be
performed in the State of Kansas, fail-
ing to incorporate the following state-
ment on the face of all contracts exe-
cuted by respondents' customers with
such conspicuousness and clarity as is
likely to be observed, read, and under-
stood by the purchaser:

IMPORTANT NOTICE
If you are obtaining credit in connec-

tion with this contract, you will be re-
quired to sign a promissory note. This
note may be purchased by a bank, fi-
nance company or other third party. If
it is purchased by another party, you
will be required to make your payments
to the purchaser of the note. You should
be aware that if this happens you may
have to pay the note in full to the new
owner of the note even if this contract
is not fulfilled.

The order reopening proceedings and
modifying order to cease and desist was
issued by the Commission December 17,
1974.

CHARLES A. TosnT,
Secretary.

[FR Doc.75-7998 Flied 3-26-75;8:45 am]

[Docket 8827-0]

PART 13-PROHIBITED TRADE PRAC-
TICES, AND AFFIRMATIVE CORRECTIVE
ACTIONS

Standard Oil Company of California, et al.
Subpart-- Advertising falsely or mis-

leadingly: § 13.10 Advertising falsely or
misleadingly; § 13:20 Comparative data
or merits; § 13.160 Promotional sales
plans; § 13.170 Qualities or properties
of product or service; § 13.170-16
Cleansing, purifying; § 13.205 Scientific
or other relevant facts; § 13.265 Tests
and investigations. Subpart-Msrepre-
senting oneself and goods-Goods:
§ 13.1575 Comparative data or merits;
§ 13.1710 Qualities or properties; § 13.-
1730 Results; § 13.1740 Scientific or
other relevant facts; § 13.1762 Tubts,
purported. -Promotional sales plans:
§ 13.1830 Promotional sales plans. Sub-
part-Offering unfair, improper and de-
ceptive inducements th purchase or deal:
§ 13.2063 Scientific or other relevant
facts; § 13.2075 Television "mock ups,"
etc. Subpart--Using deceptive techniques
in advertising: § 13.2275 Using decep-
tive techniques in advertising; § 13.2275-
70 Television depictions.
(See. 6. 38 Stat. 721; 15 U.S.C. 46. Interprets
or applies see. 5, 38 Stat. 719, as amended; 15
U.S.C. 45) [Final Order, Standard Oil Com-
pany of California, et al., San Francisco,
Calif., Docket 8827-0, Nov. 26, 1974]

In the Matter of Standard Oil Company
of California, a Corporation, and
Batten, Barton, Durstine & Osborn,
,Inc., a Corporation

Consent order requiring a San Fran-
cisco, Calif., distributor of gasoline anc
other petroleum products and its New
York City advertising agency, among
other things to cease misrepresenting
that the F-310 additive in Its Chevron
gasoline will produce pollution-free ex-
haust. The order further dismisses cer-
tain subparagraphs of Paragraphs five
and six of the complaint.

The Final Order, including further
order requiring report of compliance
therewith, Is as follows: I

This matter Is before the Commission
on the appeal of complaint counsel from
the Administrative Law Judge's Initial
Decision filed April 25, 1973. The Com-
mission has received written briefs, heard
oral arguments and considered the rec-
ord in this matter, and has determined
that complaint counsel's appeal should
be granted in part. The Commission also
has determined that, except as otherwise
ordered herein, the Initial Decision
should be set aside, and the findings and
conclusions contained in the accompany-
ing opinion should be adopted as the
findings of fact and conclusions of law
of the Commission, and that the cease-
and-desist order contained herein should
issue. After the October 15, 1973 oral
argument on this appeal, three motions
were filed with the Commission by par-
ties hereto. Said motions shall be acted
upon in the manner and for the reasons
set forth herein. Accordingly,

It is ordered, That respondent Stand-
ard Oil Company of California's Motion
to Strike Portions of Complaint Coun-
sel's Briefs in this Docket and In Docket
No. 8851 (Crown Central) filed on Octo-
ber 23, 1973 is denied for the reason that
it is not improper for parties to adjudi-
cative proceedings before the Commis-
sion to cite to Initial Decisions of Ad-
ministrative Law Judges in other such
proceedings in briefs on appeal to the
Commission. Such citations have no
evidentlary value and are considered by
the Commission only as references to
pre-existing adjudicative conclusions
which may serve as precedents or guides
to future decisions when similar or re-
lated issues are before the Commission
for resolution. In addition, no prejudice
has been shown as a result of the chal-
lenged references to the Initial Decision
in question.

It is further ordered, That thb Joint
Motion to Correct the Record of Oral
Argument filed by counsel for all the
parties hereto on March 1, 1974 is
granted and that a copy of said Motion
shall be attached to the official copy of
the transcript of the oral argument to
provide a record'of the agreed changes,

It Is further ordered, That respondent
Batten, Barton, Durstine & Osborn,

I Copies of the complaint, Initial Decision.'
final order and opinion fied with tho orIginaj

- document.
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Inc.'s Motion to Correct the Record filed
February 25, 1974 is defied for the fail-
ure of the Motion to state persuasive
reasons for a change on the grounds
allaged. However, said Motion shall be
considered a statement by said respond-
ent in explanation of its counsel's re-
marks about its abilities to sell gasoline
chemistry recorded at page 67 of the
transcript of the oral argument.

It is furtzer ordered. That only the
following portions of the Administrative
Law Judge's Initial Decision in this case
are adopted as findings and conclusions
of the Commission: -

The lists of witnesses; the first two
paragraphs following the witness lists;
findings 1-6; all but the first full sen-
tence of finding 7; finding 11; finding
15; paragraphs 1, 2, 5, 6 and 8 of finding
16; paragraphs 1, 2, 4 and 5 of finding
17; paragraph 2 of finding 18, all of
finding 19 except the second and third
sentences of paragraplf 2; paragraph 1
of finding 20; paragraph 3 of finding 25;
paragraph 1, all but the fifth sentence in
paragraph 2, the first full sentence of
"paragraph 3 and paragraphs 5 and-6 of
finding 26; finding 27; ;paragraph 3, the
last two sentences of paragraph 5, all but
the last sentence of paragraph 6 and the
first two sentences of paragraph 7 of
finding 28;.paragraph 2 of finding 29;
pLragraph 2 of finding 30; paragraphs 1
and 2 and the first four sentences of
paragraph 3 of finding 31; paragraphs 2
and 3 and the first two sentences, of para-
graph 4 of finding 32; and both para-

* graphs under the heading The Oral
-Argument.

All other findings and conclusions of
the Initial Decision arehereby set aside,
and the conclusions contained in the ac-
companying opinion are established to-
gether ,with the above listed sections of
the Initial Decision and the Appendix
to the opinion, as the findings of fact
and conclusions of law of the Comnis-
slo in this case. '

It is further ordered, That the fol-
lowing, cease and desist order shall be
and it hereby is entered:

L It is ordered, That respondent
Standard Oil Company of California, a
corporation, its successors and assigns,
its officers,- representatives, agents, em-
ployees directly or through any corporate
or other device, in connection with the
advertising, offering for sale, sale or dis-
tribution of Chevron gasolines, or the
additive F-310, or any other product in
commerce as "commerce' is defined in
the Federal Trade Commission Act, do
forthwith cease and desist from:

1.- Representing directly or by implica-
tion that any such product:

(a) Will produce or result in motor
vehicle exhaust which is pollution free or
generally pollutionfree; or

(b) Will eliminate or reduce air pollu-
tion caused by motor v~hicles; or "

Sc) Will eliminate or reduce emissions
from all or any number or group of motor
vehicles in which it is used;
or that:

(d) Any gasoline'or gasoline additive
product has any other quality, perform-
ance 'ability or other characteristic; or
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(e) Tests, demonstrations, research or
experiments have been conducted which
prove or substantiate any of said repre-
sentations;
Unless ant only to the extent that each
and every such representation Is true and
has been fully and completely substanti-
ated by competent scientific tests. The
results of said tests, the original data col-
lected in the course thereof and a de-
tailed description of how said tests were
performed shall be kept, available In
written form for at least three years fol-
lowing the final use of the representa-
tion.

2. Representing directly or by Implica-
tion that: V

(a) Automotive exhaust has certain
observable or measurable characteristics
in all or any number or group of motor
vehicles when such Is not the fact; or

(b) Any machines, measuring devices
or technical instruments have particular
characteristics or capacities when- such
is not the fact; or
(c) Any product has any effectiveness

in reducing air pollution or any air pol-
lutant or air pollutants without at the
same time, in the same advertisement or
other form of communication, conspicu-
ously disclosing that not all of the harm-
ful pollutants in automotive exhaust are
affected by said product; or
(d) Any product will reduce any emis-

sions of pollutants from automobile ex-
haust by any percentage or numerical
quantity unless in connection therewith
there is a clear, accurate and conspicuous
disclosure of the type of vehicle which
can. expect to achieve reductions of
such .magnitude and the approximate
percentage of such vehicles in the general
car population.

IL It is ordered, That respondent
Standard Oil Company of California, a
corporation, Its successor and assigns, its
officers, representatives, agents, employ-
ees, directly or through any corporate or
other device, in connection with the ad-
vertising, offering for sale, sale, or dis-
tribution of Chevron gasolines, or the
additive F-310 or any other product in
commerce, as "commerce" Is defined in
the Federal Trade Commission Act, do
forthwith cease and desist directly or
indirectly from:

1. Advertising by or through the use
of or n conjunction with any test, ex-
periment, o'r demonstration, or the result
thereof, or any other Information or evi-
dence that appears or purports to con-
firm or prove, or is offered as confirma-
tion, evidence, or proof of any fact, prod-
uct characteristic or the truth of any
representation, which does not accurately
demonstrate, prove, or confirm such fact,
product characteristic, or representation.
. 2. Using any pictorial or other visual
means of communication with or with-
out an accompanying verbal text which
directly or by implication creates a mis-
leading impression in the minds of view-
ers as to the true state of material facts
which are the subject of said pictures or
other visual means of communlcation.

3. Misrepresenting in any manner or
by any means any characteristic, prop-
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erty, quality, or the result or use of any
gasoline or gasoline additive product.

III. It is ordered, That respondent Bat-
ten, Barton, Durstine & Osborn, Inc., a
corporation, its successors and assigns,
its officers, representatives, agents, em-
ployees, directly or through any corporate
or other device, in connection with the
advertising, offering for sale, sale or dis-
tribution of Chevron gasolines, or the
additive F--310, or any other product in
commerce as "commerce" is defined in
the Federal Trade Commission Act, do
forthwith cease and desist from:

1. Representing directly or by implica-
tion that any such product:

(a) Will produce or result in motor
vehicle exhaust which Is pollution free
or generally Pollution free; or
(b) Will eliminate or reduce air pollu-

tion caused by motor vehicles; or
(c) im eliminate or reduce emissions

from all or any number or group of motor
vehicles in which It is used;

or that: /
(d) Any gasoline or gasoline additive

product has any other quality, perform-
ance ability or other characteristic; or
(e) Tests, demonstrations, research or

experiments have been conducted which
prove or substantiate any of said repre-
sentations;
Unless and only to the extent that re-
spondent has a reasonable basis for such
representation based upon competent
scientific tests by it or its client The
results of said tests and the data col-
lected in the course thereof relied upon
by respondent shall be kept availale in
written form for at least three years fol-
lowing the final use of the representa-
tion.

2. Representing directly or by implica-
tion that:
(a) Automotive exhaust has certain

observable or measurable characteristics
in all or any number or group of motor
vehicles when such is not the fact; or

(b) Any machines, measuring devices
or technical instruments have particu-
lar characteristics or capaclties when
such is not the fact; or
(c) Any product has any effectiveness

in reducing air pollution or any air pol-
lutant or air pollutants without at the
same time, in the same advertisement or
other form of communilcation, conspic-
uously disclosing that not all of the
harmful pollutants in automotive ex-
haust are affected by said product; or
(d) Any product will reduce any emis-

sions of pollutants from autpmobile ex-
haust by any percentage of numerical
quantity unless in, coinection therewith -
there is a clear, accurate and conspicu-
ous disclosure of the type of vehicle
which can expect to achieve reductions
of such magnitude and the approximate
percentage of such vehicles in the gen-
eral car population.
IV, It is ordered, That respondent

Batten, Barton, Durstine & Osborn, Inc.,
a corporation, its successors and assigns,
its officers, representatives, agents, em--
ployees, directly or through any cor-
pomte or other device, in connection with
the advertising, offering for sale, sale,
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or distribution of Chevron gasolines, the
additive F-310, or any other product in
commerce as "commerce" is defined in
the Federal Trade Commission Act, do
forthwith cease and desist directly or in-
directly from:

1. Advertising by or through the use of
or in conjunction with any test, expert-
.ment, or demonstration, or the result
thereof, or any other information or evi-
dence that appears or purports to 'con-
firm or prove or is offered as confirma-
tion, evidence or proof of any fact,
product characteristic, or of the truth of
any representation which does not ac-
curately demonstrate, prove, or confirm
such fact, product characteristic, or
representation unless the respondent can
establish It neither knew, nor had reason
to know, nor upon reasonable inquiry
could have known that such was' the
case.

2. Using any pictorial or other visual
means of communication with or with-
out an accompanying verbal text which
directly or by implication creates a mis-
leading impression in the minds of
viewers as to the true state of material
facts which are the subject of said
pictures or other visual means of com-
munication unless the respondent can
establish It neither knew nor had reason

* to know nor upon reasonable inquiry
could have known the true facts.

3. Misrepresenting In any manner or
by any means any characteristic, prop-
erty, quality, or the result of the use of
any gasoline or gasoline additive prod-
uct unless the fespondent can establish
It neither knew nor had reason to know
nor upon reasonable Inquiry could have
known that such representations are
false.

It is further ordered, That subpara-
graphs 1, 3, 4, 5, 7, 8, 9, 10(b), 10(c),
and 11 of Paragraphs five and six of the
complaint be, and they hereby are dis-
missed.

It is further ordered, That the re-
spondent corporatibns shall forthwith
distribute a copy of this order to each of
their operating divisions.

It is further ordered, That respond-
ents herein shall notify the Commission
at least thirty (30) days krior to any pro-
posed change in any of the corporate re-
spondents such as dissolution, assign-
ment, or sale resulting In the emergence
of a successor corporation, the creation
or dissolution of subsidiaries or any other
change in the corporation which may
affect compliance obligations arising out
of the order.

It is further ordered, That respond-
ents shall, within sixty (60) days after
service of the order upon them, file with
the Commission a written report, signed
by the respondents, setting forth in de-
tail the manner and form of their com-.
piance with the order to cease and
desist.

Commissioners Hanford and Nye did
not participate since oral argument was
heard prior to their assumption of
Office.
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Final order issued by the Commission,
November26,1974.

CtunrES A. Tonra,
Secretary.

[PR Doc.75-7993 Filed 3-26-75;8:45 am]

[Docket C-2607]

PART 13--PROHIBITED TRADE PRAC-
TICES, AND AFFIRMATIVE CORRECTIVE
ACTIONS

Statewide'Interiors, Inc., et al.
Subpart-Advertising falsely or mis-

leadingly: § 13.30 Composition of goods:
§ 13.30-75 , Textile Fiber Products
Identification Act;. § 13.73 Formal reg-
ulatory and statutory requirements:
§ 13.73-90 Textile Fiber Products
Identification Act. Subpart-Misbrand-
ing or Mislabeling: § 13.1185 Cofnposi-
tion: § 13.1185-80 Textile Fiber Prod-
ucts Identification Act; § 13.1212
Formal regulatory and statutory require-
ments: § 13.1212-80 Textile Fiber Prod-
ucts Identification Act. Misrepresenting
oneself and goods-Goods: § 13.1590
Composition: § 13.1590-70 Textile Fibe
Products Identification Act; § 13.1623
Formal regulatory and statutory require-
ments: § 13.1623-80 Textile Fiber
Products Identification Act. Subpart-
Neglecting, unfairly or deceptively, to
make material disclosure: § 13.1845
Composition: § 13.1845-70 Textile Fiber
Products Identification Act; § 13.1852
Formal regulatory and statutory require-
ments: § 13.1852-70 Textile Fiber Prod-
ucts Identification Act.
(See. 6, 38 Stat. 721; 15 U.S.C. 46. Interpret
or apply sec. 5, 38 Stat. 719, as amended, 72
Stat. 1717; 15 U.S.C. 45, 70)

In the iatter of Statewide Interiors, Inc.,
a Nevada Corporation, Statewide In-
teriors, Inc., an Idaho Corporation,
and Alfred F. Allen, Individually and
as an Officer of Said Corporation

Consent order requiring two Nevada
and Idaho distributors and retailers of
upholstery fabrics, draperies and floor
coverings, among other things to cease
misbranding its textile fiber products.

The Dlecision and Order, including fur-
ther order requiring report of compliance
therewith, is as follows: 1

ORDER °

It is ordered, That respondents State-
wide Interiors, Inc., a Nevada corpora-
tion, and Statewide Interiors, Inc., an
Idaho corporation, their successors and
assigns, and their officers, and Alfred F.
Allen, individually and as an officer of
said corporations, and respondents'
agents, representatives, and employees,
directly or through any -corporate, sub-
sidiary, division or other device (here-
inafter in this and other paragraphs of
this order, referred to as "respondents"),
-in connection with the Introduction,

'Copies of the Complaint. DecUon and
-Order, fimed with the original document.

delivery for Introduction, sale, advertli-
Ing, or offering for sale, in commerce, or
the transportation or causing to be trans-
ported In commerce of any textile fiber
product; or in connection with the sale,
offering for sale, advertising, delivery,
transportation or causing to be trans-
ported, of any textile fiber product which
has been advertised or offered for sale
in commerce; or in connection with the
sale, offering for sale, advertising, deliv-
ery, transportation, or causing' to be
transported, after shipment In commerce,
of any textile fiber product, whether In
Its original state or contained in other
textile fiber products, es the terms "com-
merce" and "textile fiber product" are
defined in the Textile Fiber Products
Identification Act, do forthwith cease and
desist from:

1. Misbranding textile fiber products
by failing to affix a stamp, tag, label or
other means of identification to each
such textile fiber product showing in a
clear, legible, conspicuous manner each
element of information required to be
disclosed by section 4(b) of the Textile
Fiber Products Identification Act; or as
an alternative t6 the foregoing, where
properly labeled samples, swatches, or
specimens are used to effect the sale of
articles of wearing apparel or other
household textile articles which are man-
ufactured specifically for a particular
customer after the sala is consumnated,
and the articles of wearing apparel or
other household textile articles are of
the same fiber content as the samples,
swatches or specimens from which the
sale was effected, failing to provide an
invoice or other paper to accompany
them showing the information otherwise
required to appear on the label, as al-
lowed by Rule 21(b) of the rules and
regulations under the Textile Fiber Prod-
ucts Identification Act, effective March
3, 1960, as amended.

2. Misbranding textile fiber products
by failing to affix a stamp, tag, label or
other means of Identification to samples,
swatches or specimens used to effect the
sale of a textile product as required by
Rule 21(a) of the rules and regulations
under the Textile Fiber Products Identi-
fication Act, effective March 3, 1960, as
amended.
-It is further ordered, That the re-

spondent corporations shall forthwith
distribute a copy of this order to each
of their operating divisions.

It is further ordered, That the re-
spondents shall forthwith distribute a
copy of this order to all present and
future personnel of respondents engaged
in the offering for sale, or sale, of any
floor covering or any other merchandise
offered for sale by respondents, and that
respondents secure a, signed statement
acknowledging receipt of said order from
each such person.

It is further ordered, That respond-
ents notify the Commission at least 30
,days prior to any proposed change in
the corporate respondents such as dis-
solution, assignment or sale resulting In
the emergence of a successor corporation,
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the creation or dissolution of subsidiaries o Subpart-hiling to maintain records:
or any other change in the corporations § 13.1051 Failing to maintain records:
which may affect compliance obligations § 13.1051-20 Adequate. Subpart-Mis-
arising out of the order, representing oneself and goods-Business

It is furth-r ordered, That the indi- status, advantages or connection: §13.-
vidual. respondent named herein- 1395 Connections and arrangements
promptly notify the Commission of the with others; -Goods: § 13.1625 Free
discontinuance of his present business goods or services; § 131647 Guaran-
or employment and of his affiliation with tees; § 13.1663 Individuals special se-
a-new business or employment. Such no- lection or situation; § 13.1685 Nature;
tice shall include respondent's current' § 13.1715 Quality; § 13.1725 Refunds;
business address and a statement as to § 13.1740 Scientific or other relevant
the nature of the business or employment facts;, § 13.1747 Special or limited of-
in which he is engaged as well as a de- fers; § 13.1760 Terim and conditions:
scription of his duties and responsi- §13.1760-50 Sales contract; -Pice3:
bilities. § 13.1778. Additional costs unmen-

It is further ordered, That the re- tioned,; § 13.1805 Exaggerated as regu-
spondents herein shall, within sixty (60) lar and customary; § 13.1825 Usual as
days after service upon them of this -rediced or to be increased; -Promotion-
order, file with the Commission a report, al sales plans: § 13.1830 Promotional
in writing, setting forth in detalf the sales plans; -Services: § 13.1835 Cost;
manner and form in which they have § 131843 Terms and conditions. Sub-
complied with this order, part--Neglecting, unfairly or deceptivelf,

The Decision and Order was 'issued by to make material disclosure: § 13.1855
the Commission December 4, 1974. Identity; § 131870 Nature; § 13.1882

Prices: § 13.1882-10 -Additional costs
CARLEs A. ToBinT, - unmentioned; § 13.1886 Quality, grade

Secretary. or type; § 13.1892 Sales contract, right-
fe. Doc.75-7997 Filed 3-26-75.8:45 am] to-canceZ; § 13.1895 Scientific or other

relevant facts; § 13.1905 Terms and
[Docket C-2619 conditions: § 13.1905-50 Sales contract.

Subpart-Offering, 'nfalr, Improper and.
PART 13-PROHIBITED TRADE PRAC- deceptive nducemets to purchase or

TICES, AND-AFFIRMATIVE CORRECTIVE deal: § 13.1980 Guarantee, in general;
ACTIONS. § 13.1985 Individual's special selection

Tomorrow's Heritage, Inc., tia Heritage, 'or siturtion; § 13.2010 Moneyj back
et al guarantee; § 13.2063 Scientific or other

relevant facts. Subpart-Securing orders
Subpart-Advertising falsely or mis- .by deception: § 13.2170 Securing orders

leadingly: § 13.10 Advertising falsely or by deception. Subparb-Securing slgn.-
misleadingly; §1315 Business status, tures wrongfully: § 13.2175 Securing
advantages, or connections: ,§ 13.15-30 signatures wrongfully. Subpart-SubdtU-
Connections or arrangem7ts. it tatingproduct inferior to offer: § 13.2263
other; § 13.15-80 Government cOnnec- Substituting product inferior to offer.
tion; § 13.70 Fictitious or mislead- Subpart-Threatening suits, not In good
leading guarantees; § 13.75 Free goods faith: § 13.2264 Delinquent debt collec-
or services; § 13.105 Individua's special tion.
selection or situation; § 13.135 Nature
of Product or service; § 13.155 Prices: (Sec. 6. 38 Stat.-'721, 15 0.S.,. 46. nterets§ 1355- Dicoun unen-or applies sec. 5, 38 Stat. 610, as amended; 15§ 13.155-5 Additional charges unmen- U.S.C. 45)
tioned; § 13155-35 Discount savngs;
§ 13-155-40 Exag-6erated as regular and In the Matter of Tomorrow's Heritage,
customary; § 13.155-0 Percentage sav- . Inc., a Corporation, Doing Business
ings; § 13.155-100 Usual, as reduced, as Heritage and Ben H. Garfinkel,
special, etc.; § 13.160 Promotional sales and Robert R. Silvers, Individually
plans; § 13.175 Quality of product or - and as Officers of Said Corporation
service; § 3.185 Refunds, repairs, and Consent order requiring a Beverly
replacements; §13.200 Sample, offer or Hills, Calif., seller and distributor of
order conformance; § 13.205 S&Ientific photograph albums, coupon books and
or other relevant facts; § 13.24G Special certificates, sold in connection with photo
-or limited offers: Subpart-Contracting enlargement and studio portrait plans,
for sale any evidence of indebtedness among other things to cease nlsrepre-
prior to specified time: § 13.527' Con- senting the busin relationship between
tracting for any evidence of indebted- spdts and o the s ipresent
ness prior to specifted time. respondents and others; mLsrpresen -

Subpart-Corrective actions and/or Ing the usual and customary prices for
requirements:' § 13.533 Corrective ac- Its products or services; failing to main-
tions and/or requirements: 113.533-20 ta adequate records; misrepresenting*
Disclosures; § 13.533-55 Refunds, re-. special or limited offers; misrepresent-
bates, and/or credits. Subpart-Delaying - ing guarantees and failing to make re-
or withholding corrections, adjustments funds on a money-back guarantee.
or action owed: 1 13.675 Delaying or
withholding corrections, adjustments or The order to cease and desit. includ-
action owed; § 13.677 Dfelaying or fail- ing further order requiring report of
ing to deliver goods or provide services or, compliance therewith, is as follows: •
facilities. Subpart--Enforcing *dealings
or payments wrongfully: 13.1045 En- 'Copies of the Complaint. Decision and
forcing dealings or payments wrongfully.- Order, flied with the original document.

It is ordered, That respondents Tomor-
row',s Heritage, Inc., a corporation, doing
business as Heritage, or under any other
name, its succeo and assigns, and
Ben H. Garfinkel and Robert 1. Silvers,
individually and as officers of said cor-
poration, and respondents' -officers,
agents, representatives, and employees,
directly or through any corporation, sub-
sidiary, division or other device, in con-
nection with the advertising, offering for
sale, sale or distribution of photograph
albums, photograph enlargement plans;
studio portrait plans, or any other type
of photography plan, in commerce, as
"commerce" is defined in the Federal
Trade Commission Act, do forthwith
cease and desist from:

L 1. Representing, directly or in-
directly., orally or in writing, that re-
spondents have a business relationship
with Eastman Kodak Company apart
from the purchase or use of Eastman
Kodak Company products; or-misrepre-
senting, in any manner, the business re-
lationship between respondents and any
company, firm, orgaiization, or indi-
vidual.

2. Representing, directly or indirectly,
orally or in writing, that any amount is
the usual and customary retail price for
products or services, whether purchased
from respondents or elsewhere, unless
such amount ,is the price at which the
products or services have been usually
and customarily sold at retail by re-
spondents, or any other person or per-
sons, for a substantial period of time in
the recent and regular course of busi-
ness; or misrepresenting In any manner,
the value of products or services sold by
respondents.

3. Failing to keep adequate records:
(a) Which disclose the facts upon

which any retail price claims, compara-
tive value claims, or other representa-
tions of the type described in Subpara-
graph 2 of this Order arebased; and
' (b) From which the validity of any

retall price claims, comparative value
claims, or other representations of'the
type described In Subparagraph 2 of this
Order can be determined.

4. Representing, directly or indirectly.
orally or in writing, that the $1.00
charge, accompanying each enlargement
request, covers only the cost of "postage
and handling;" or misrepresentingin any
manner the purpose or use of any charges
exacted for products or services.

5. Representing. directly or ndirectly,
orally or in writing, that enlargements
can and will be made from any, clear
negative under the terms of any agree-
ment with respondent or respondents'
repreSentativeS in cases Where respond-
ents or respondents' agents, cannot or
will not, make such enlargements under
the terms of the agreement; or misrep-
resenting, in any manner, the services
provided by respondents' enlargement
plan.

6. Failing to disclose, in a clear and
conspicuous manner, both n the written
sales agreement entered into with pur-
chasefs and any and all written or oral
communications describing the services
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provided by the respondents' enlarge- position or circumstances making per-
ment plan, any and all conditions, quail- formance by respondents of their original
fications, limitations or terms which contractual obligations to the customer
would affect full use and enjoyment of impossible.
the enlargement service by any pur- 14. Failing, in cases where respond-
chaser entering into written agreement ents or their agents cannot perform their
with respondents or respondents' rep- obligations to a customer, due to no fault
resentatives, including, but not limited of the customer, to refund pro rata, an
to, the unavailability of enlargement amount equal to the unperformed por-
services for certain types of camera and tion of the contract, unless the customer
negatives, freely and voluntarily elects to. accept a

7. Representing, directly or indirectly, substitute means of performance in lieu
orally or in writing, that respondents of the original contract. Such proportion
make no profit on -the sale of the en- used to determine the amount of refund
largement plan; or misrepresenting, in shall be derived by dividing the unused
any manner, the business reason for any portraits to which the customer is en-
offer made by respondent,.or its repre- titled by the total number of portraits
sentatives. . specified in the contract, without regard

8. Failing to reveal, clearly and un- to any other products or materials re-
qualifiedly, at the outset of the initial ceived by the customer. Respondents or
and all subsequent contacts or solicita- their agents will not be deemed to be
tions of purchasers or prospective pur- unable to perform their obligations to a
chasers that the purpose of such contact customer in those situations where the
or solicitation is to make a sales presen- customer unilaterally and by his own de-
tation to the prospective purchaser with cision changes his position or circum-.
regard to the sale of products or services, stances making performance by respond-

9. Failing to disclose any and all ents of their original contractual obliga-
charges or costs to customers in the pur- tions to the customer impossible.
chase of any product or service .when- 15. Representing directly or indirectly,
ever respondents, or respondents' rep- orally or in writing, that any offer to sell
resentativds, discuss any charges, costs said products or services Is being made
or savings in the purchase of products only to specially selected persons, or is
or services; or misrepresenting, in any not available, on the same terms, to all
manner, the amount of savings available iersons; or misrepresenting, in any man-
to purchasers of respondents' products or ner, the persons, or class of persons, at-
services, forded the opportunity of purchasing re-

10. Failing, clearly, conspicuously and spondents' products or services.
unqualifiedly, to disclose in respondents' 16. Representing, directly or indirectly,
sales contract used in connection with orally or in writing, that any price of a
the sale of their photograph enlarge- product or service is promotional or re-
ment plan, that any charges, in addition duced, unless such price is below the
to the amount being financed by the cus- amount at which such product or service
tomer required to obtain full use and has been sold by respondents for a rea-
enjoyment of the program, are not in- sonably substantial period of time in the
cluded in the credit disclosure portion of recent and regular course of their busi-
the dontract and represent an additional ness.
cost over and above the "cash prlce' of 17. Representing, directly or indirectly,
the plan. orally or in writing, that the offer being

11. Representing, directly or indirectly, made is a special, or one-time offer, or
orally or in writing, that the studio per- that the offer Is for a limited duration;
trait plan entitles the customer to color or misrepresenting, in any manner, the
portraits unless, in fact, such studio des- duration or availability of any offer.
lgnated by respondents offers color por- 18. Representing, directly or indi-
traits without additional charge or ex- rectly, orally or in writing, that any per-
pense to the customer, son will, receive a free gift, unless re-

12. Representing, directly or indirectly, spondents actually tender such a gift at
orally or in writing, that the studio des- the time the representation is made, and
Ignated to perform respondents' obliga- make clear.that there Is no conditf6n or
tions under the contract will not exact a obligation upontthe customer or prospec-
sitting fee, service charge, or any other tive customer for acceptance of such
charge, unless, in fact, the contract for item.
service is performed without cost or ob, 19. Representing, directly or indirectly,
ligation whatsoever to the customer. orally or in writing, that any product or

13. Substituting a means of perform- service is -a prize, gWt, or bonus, or is
ance, n.cases where, due to no fault of being offered at a reduced cost, in con-
the customer, respondents or their agents nection with the purchase of, or agree-
cannot perform their original obligation, ment to purchase any product or service,
according to the original terms of the or combination of products or services,
agreement, unless such substitute or al- unless this stated price of£ the product
ternatve performance on the part of re- or service, or-combination thereof, re-
spondents is freely and voluntarily con- quired to be purchased in order to obtain
rented to by the customer at the time such prize, gift, bonus, or reduced cost is
the substituted performance is to be the same as or less than, the customary
made. Respondents or their agents will and usual price at which such product
not be deemed to be unable to perform, or service, or combination thereof, re-
their obligations to a customer.in those quired to be purchased, has been sold
situations where the customer unilater- separately from such prize, gift, bonus,
ally and by his own decision changes his or reduced cost item, for a substantial

number of sales, at the stated price, for a
substantial period of time In the trade
area where the representation Is made.20. Failing to make a complete refund
to any customers, upon request, who
have received, directly or indirectly, oral-
ly or In writing, a money-back satisfac-
tion guarantee from respondents or their
representatives.
1 21. Representing that respondents'
agents or representatives are from, or
connected with, the "Newlywed Game;"
or misrepresenting, In any manner, the
connection between respondents and any
other television or radio program.

22. Representing, directly or indirectly,
orally or in writing, that respondents'
agents or representatives are considering
persons for participation in the Newly-
wed Game televLson program; or mis-
representing, in any manner, the pur-
pose of respondents' agents or represent-
atives contact with any prospective cus-
tomer.

23. Representing, directly or indirectly,
orally' or in writing, that customers are
being given a money-back guarantee,
unless such guarantee is honored accord-
ing to its terms, which must be clearly
and conspicuously sclo~ed in writing,
and is limited by no more than the fol-
lowing conditions:

(a) The guarantee be exercisable Im-
mediately and valid for not less than a
one year period following receipt of all
Initial parts of the purchased package;

(b) Respondents may demand return
of consideration given by them.

II. It is further ordered, That respond-
ents Tomorrow's Heritage, Inc., a cor-
poration, doing business as Heritage, or
under any other name, its successors and
assigns, and Ben H. Garfinkel and Roberb
R. Silvers, individually, and as officers of
said corporation, and respondents' of-
ficers, agents, representatives and em-
ployees, directly or through any corpora-
tion, subsidiary, division or other device,
in connection with the collection or at-
tempted collection of any allegedly delin-
quent accounts In commerce, as "com-
merce" is defined in the Federal Trade
Commission Act, do forthwith cease and
desist from:

1. Representing, directly or indirectly,
orally or In writing, that any account or
alleged debt is being, or has been, trans-
ferred to any attorney with instructions
to Institute suit or to take any other
legal step involving court process, unless
respondents are able to establish by ade-
quate records that a prior determination
had been made in good faith to institute
such legal action.

2. Instituting, or threatening to in-
stitute, suits except In the county where
defendant resides at the commencement
of the action, or in the county where the
defendant signed the contract sued upon,
This provision shall not preempt any
rule of law which further limits choice
of forum or which requirev, In actions In-
volving weal property or fixtures attached
to real property, that suit be Instituted in
a particular county.

3. Using forms, or any other Items of
printed or written matter, which mis-
lead, or have the tendency to misleado
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-the recilpient to believe that such form
was sent by a government-bodyor public
agency-.I4. Using forms, or -apy other items of
printed or writtenmatter, which mislead,
or have the tendency to mislead, the
recipient to believe that he is obligated
or instructed to appear at anY place in
connection -with the account or alleged
debt, -or waive any claims he may have
against respondents.

ILL It -is further ordered, That re-
spondents Tomorrow's Heritage, Inc., a

-corporation, doing business as Heritage,
or under any other name, its successors
and assigns, and Ben H. Garfinkel and
Robert R. Silvers, individually and as
officers of said corporation, and respond-
ents' agents, representatives, and em-
-ployees directly or through any cor-
poration, subsidiary, division or other
device, in connection with the advertis-
ing, offering for sale, sale or distribution
of photograph albums, photograph en-
largement plans, studio portrait plans,
or any other type of lhotography plan,
in commerce, as "commerce" is defined in
the Federal Trade Commission Act, do
forthwith ceaseand desist from:
S1. Failing to furnish the -buyer with a
fully completed receipt or copy of any
contract pertaining to such sale at the
time of its'execution, which is in the
-same language, e.g.Spanish, as that
principally used-in the oral sales presen-
tation and which shows the date of the
transaction and contains the name and
address of the seller, and in immediate
proximity to the space reserved in the
contract for the signature of the buyer
or on the front page of the receipt if a
contract. is not used and in bold face
type of a minimum size of 10 points, a
statement- in substantially the following
form:

You, the buyer, may cancel this transac-
tion at any time prior to midnight of the
third business day after the date of this
transaction. See the attached notice of can-
cellation form -for an explanation of this
right.

2. Failing to furnish each buyer, at
the time he signs the door-to-door sales
contract-or otherwise agrees to buy con-

numer goods or services from the seller,
a completedform in duplicate, captioned
"Notice of Cancellation", which shall be
attached to the contract or receipt and
easily detachable, and which shall con-
tain in 10 point bold face type the fol-
lowing information and statements in
the same language, e.g., Spanish, as that
used in the contract

IfOTIC OF CANCELLATION

(enter ait of transaction)
* date

You may cancel this transaction without
any penalty or obligation within 3 business
days from the above date.

If you cancel, any property traded in, any
payments made by you under the contract
or-sale, and any negotlable-instrument ex-
ecuted by you will be Xeturned within 10
business days following receipt by the seller
of your cancellation notice, and any security
Interest arising out of the transaction will
be cancelled.

If'you cancel, you must make available to tends to repossess or to abandon any
the seller at your residence. in substantllly shipped or delivered goods. - "
as good condition as when received. any C IV. It is further ordered, That re-
deliveired to you under this contract or sale;
or you may, if you wish, comply with the spondents sball forthwith distribute a

instructions of the seller regarding the re- copy of this order to each of their op-
turn shipment "of the goods at the seller's erating divisions.
expense and risk. It is further ordered, That respondents

If you do make the goods available to the shall:
seller and the seller does not pick them up a. Provide each of their present and
within 20 days of the date of your notice of future branch managers, and other sa-
cancellation, you may retain or dispose of
the pods without any further obligation. If pervisory personnel engaged in the sale

you fail to make the goods available to the or supervision of persons engaged in the
seller, or if you agree to return the goods t& sale of respondents' products or services,
the seller and fail to do so. then you remain written instructions with respect to the
liable for performance of all obligations un- provisions of this Order which are ap-
der the contract. plicable to the functions of each such

To cancel this transaction, matt or deliver person;
a signed and dated copy of this cancelation b. Require each person so described in
notice or any other written notice, or rend
a telegram. to -.~~-- ---------- p=r=rph (a) above to clearly and fully

(name of seller) explain the applicable provisions of this
at -...................-------------- Order to all sales agents, representatives

(address of seller's place of bustneF3) and other persons engaged in the sale of
not later than midnight of the respondents' products or services;
nTter cane tisntion (dote) c. Provide each person so described in
Ihereby cancel this trstion. Pagraphs (a) and (b) above with a

ate)- form returnable to the respondents
-------- ---------.-... clearly stating his intention to be bound

(buyer' signature) by, and to conform his business practices
to. the applicable provisions of this

3. Falling, before furnishing copies of Order, retain said statement during the
the "Notice of Cancellation" to the period said persons is so engaged and
buyer, to complete both copies by enter- make said statement available to the
ing the name of the seller, the address Commission's staff for Inspection and
of the seller's place of business, the date copying upon request;
of the transaction, and the date, not d. Inform each person desrnbed in
earlier than the third business day fol- paragraphs (a) and (b) above that re-
lowing the date of the transaction,, by spondents shall not use any third party,
which the buyer may give notice of can- or the services of any third party, if such
cellation. third party will not agree to so file and

4. Including In any door-to-door con- does not file notice with the respondents
tract or receipt a waiver of any of the that such third party will be bound by
rights to which the buyer Is entitled the applicable provisions of this Order;
under this Section including sPeCificall e. If such third party will not agree to
his right to cancel the sale In accordance so file notice with respondents and be
with the provisions of this section. Re- bound by the applicable provisions of the
spondents further agree not to Include Order, not use such third party, or the
in any door-to-door contract or receipt services of such third party, to sell re-
any confession of Judgment, spondents' products or services;

5. Falling to Inform each buyer orally. f. Inform the persons described in
at the time he signs the contract or pur- paragraphs (a) and (b) above that re-
chases the goods or services, of his right spondents are obligated by this Order to
to cancel. discontinue dealing with those persons

6. Misrepresenting in any manner the who continue on their own the deceptive
buyer's right to cancel, acts or practices prohiited by this

7. Failing or refusing to honor any Order;

valid.notice of cancellation by a buyer g Institute a reasonale prrogra of

and within 10 business days after the re- surgeIiance or invetgation to ascertain

ceipt of such notice, to: (a) Refund all shether the busins operations of each

payments made under the contract or said person described in paragraphs (a)
sale; (b) return any goods or property and (b) above comply with the applicable
traded in. in substantially as good condl- provisions of thi Order; o
tion as when received by the seller; c) poiDiscontinue deaingwith thepersons
cancel and return any negotiable Instru- so engaged, revealed by" the aforesaid

ment executed by the buyer in connec- pogag rveile, who conti
tion with the contract or sale and take program of surveillance, who continue
anation ithnte contarac or aleadie toon their own the deceptive acts or prac-
any action necessary or appropriate tO tices prohibited by the applicable pro-
terminate proinptly any secirty intest visions of this Order;
created in the transaction. LUpon receiving Information or knowl-

8. -Negotiating. transferring, selling. or edge from any source concerning two or
assigning any note or other evidence of more bon fide complaints prohibited by
indebtedness to a finance company or the applicable provisions of this Order
other third party prior to midnight of the a it avy of th s orer

fifth business day following the day the against any of their sales agents or rep-

contract was signed or the goods or rio tatives during any one-month pe-

services were purchased. rodbe responsible for either ending said

9. Failing, within 10 business days of practices or securing the termination of
receipt of the buyer's notice of canclla- the employment of the offending sales
tion to notify him whether the seller ln- agent or representative;
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J. Submit to the Commission a detailed
report every six (6) months for a period
of three years from the effective date of
this Order demonstrating the effective-
ness of the steps or actions taken with
regard to the aforesaid surveillance pro-
gram.

It is further ordered, That respondents
notify the Commission at least thirty
(30) days prior to any proposed change
in the corporate respondent, such as dis-
solution, assignment or sale, resulting in
the emergence of a successor corporation,
the creation or dissolution of subsidiaries,
or any other change in the corporation
which may affect compliance obligations
arising out of the Order.

It is further ordered, That the indi-
vidual respondents named herein
promptly notify the Commission of the
discontinuance of their present business
or employment and of their affiliation
with a new business or employment. Such
notice shall include respondents' current
business and employment name and ad-
dress, as well as a description of their
duties and responsibilities.

It is further ordered, That the respond-
ents herein shall within sixty (60) days
after service upon them of, this order, file
with the Commission a report, in writ-
Ing, setting forth in detail the manner
and form in which they have complied
with this order.

The Decision and Order was Issued by
the Commission December 31, 1974.

CHARLEs A. ToBxN,
Secretary.

[FR Doc.75-7992 Filed 3-26-75;8:45 am]

[15ocket C-2617]
PART 13-PROHIBITED TRADE PRAC-

TICES, AND AFFIRMATIVE CORRECTIVE
ACTIONS

Victor H. Graber, et al.
Subpart-Advertising falsely or mis-

leadingly: § 13.73 Formal regulatory
and statutory requirements: § 13.73-92
Truth in Lending Act; § 13.155 Prices:
§ 13.155-95 Terms and conditions;
§ 13.155-95(a) Truth in Lending Act.
Subpart--Misrepresenting oneself and
goods-Prices: § 13.1823 Terms and
conditions: § 13.1823-20 - Truth in
Lending Act. Subpart-Neglecting, un-
fairly or deceptively, to make material
disclosure: § 13.1852 Formal regulatory
and statutory requirements: § 13.1852-75
Truth in- Lending Act; § 13.1905 Terms
and conditions: § 13.1905-60 Truth in
Lending Act.
(See. 6, 38 Stat. 721; 15 U.S.C. 46. Interpret
or apply see. 5, 38 Stat. 712, as amended, 82
Stat. 146, 147; (15 U.S.C. 45, 1601-1605))

In the matter of Victor H. Graber Jewel-
ers Distributing Co., Kelly Graber
Co., Steven Jewelry Co., Vissafa
Corp., Barkell, Inc., Milbourn, Corp.,
Reyla Jewelry Co., Lisa Corp., Vic-
gray Corp., Market Corp., Corpora-
tions, Each Also Known as Crescent
Jewelers Company, and Victor H.
Graber, Individually and as an Of-
fteer of Said Corporations.

Consent order requiring 11 California
corporations, all of which are also known

-RULES AND REGULATIONS

under the common name of Crescent
Jewelers Company, retailing Jewelry, ap-
pliances and related products, among
other things to cease violating the Truth
In Lending'Act by failing to disclose to
consumers, in connection with the exten-
sion of consumer credit, such informa-
tion as required by Regulation Z of the
said Act.

The Decision and Order, including fur-
ther order requiring report of compliance
therewith, is as follows:1

ORDER

It is ordered, That respondent corpo-
rations, their successors and assigns, and
their officers, and Victor H. Graber, indi-
vidually and as an officer of said cor-
porations, and respondents' agents, rep-
resentatives and employees, directly or
through any corporation, subsidiary, di-

.vision or other device, in connection with
any advertisement to aid, promote or
assist directly or indirectly any exten-
sion of consumer credit, as "consumer
credit," and "advertisempnt" are defined
in Regulation Z (12 CFR 226) of the
Truth in Lending Act (Pub. L. 90-321,
15 U.S.C. 1601 et seq.), do forthwith
cease and desist from:

1. Representing, directly or by implica-
tion, in any advertisement to promote
the sale of jewelry, appliances, and re-
lated products, as "advertisement" Is de-
fined in Regulation Z the amount of the
downpayment required or that no down-
payment is'required, the amount of any
installment payient, the dollar amount
of any finance charge, the number of in-
stallments or the period of repayment,
or that there is no charge for credit, un-
less all of the following items are stated
in terminology presciibed under § 226.8
of Regulation Z, as required by § 226.10
(d) (2) thereof:

a. The cash price;
b. The amount of the downpayment

required or that no downpayment is re-
quired, as, applicable;

c. The number, amount, and due dates
or period of payments scheduled to repay
the indebtedness if the credit is ex-
tended;

d. The amount of the finance charge
expressed as an annual percentage rate;

e. The deferred payment price.
2. Failing in any consumer credit

transaction or advertisement to make all
disclosures determined in accordance
with §§ 226.4 and 226.5 of Regulation Z,
at the time and in the manner, form, and
amount required by §§ 226.6, 226.8 and
226.10 of Regulation Z.

It is further ordered, That respond-
ents deliver a copy of this order to cease
and desist to each operating retail out-
let and to all present and future person-
nel of respondents engaged in the con-'
summation of any extension of consumer
credit, and that respondents secure a
signed statement acknowledging receipt
of said order from each such person.

It is further ordered, That respond-
ents notify the Commission at least thirty
(30) days prior to any proposed change
in the corporate respondents such as

lCopies of the Complaint, Decision and"Order, filed with the original document.

dissolution, assignment or sale result-
ing in the emergence of a successor cor-
poration, thQ creation or dissolution of
subsidiaries or any other change in the
corporations which may affect compli-
ance obligations arising out of the order.

It is further ordered, That the In-
dividual, respondent named herein
promptly notify the Commission of the
discontinuance of his present business or
employment and of his affillatIon with a
new business or employment. Such notice
shall include respondent's current busi-
ness or employment in which he Is en-
gaged as well as a description of his
duties and responsibilities.

It is further ordered, That the re-
spondents shall, within sixty (60) days
after service upon them of this Order,
file with the Commission o report In writ-
ing, setting forth in detail the manner
and form in which they have complied
with this order.

The Decision and Order was Issued by
the Commission December 23,1974,

CHARLES A. Tonzu,
S'ecetatv.

[FR Doc.75-7905 iled 3-26-'75:8:45 am]

Title 21-Food and Drugs
CHAPTER I-FOOD AND DRUG ADMINIS-

TRATION, DEPARTMENT OF HEALTH,
- EDUCATION, AND WELFARE

Recodification Editorial and Transfer
Amendments

The Food and Drug Administration Is
in the process of recodifying all of Chap-
ter I of Title 21 of the Code of Federal
Regulations, for the purposes of provid-
ing orderly development of such regula-
tions, furnishing ample room for expan-
sion in the, years ahead, and providing
the public and affected industries with
regulations that are easy to find, read
and understand.

The eighth and ninth in a series of re-
codification documents, which reorganize
and recodify regulations on animal drugs
and drugs having general applicability,
are published elsewhere In this issue of
the FEDERAL REGXsTuR. These regulations
now appear In Subchapter C-Drugs:
General, and Subchapter ,-AnImal
Drugs, Feeds, and Related Products.

To provide uniformity and continuity
during the recodification, the Commis-
sioner concludes that the references
to the recodifled material should be
amended at this time.

Due to the complexity and volume of
cross references Involved In the recodif-
cation of these regulations, if necessary,
supplemental documents will be Issued
at a later date.

Therefore, Chapter I of Title 21 of the
Code of Federal Regulations is amended
as follows:

SUBCHAPTER A-GENERAL

PART 1-REGULATIONS FOR THE EN-
FORCEMENT OF THE FEDERAL FOOD,
DRUG, AND COSMETIC ACT AND THE
FAIR PACKAGING AND LABELING ACT

§ 1.1 [Anmided]
1. Section 1.1(c) is amended by

changing the references to "§§ 1.7, 1.101a,
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*and -701.10". "§§ 1.8b(f), 1.102d(e), and
701.13M", "§l.Sb(i), -1.102(h), and
701.13(D", "§§ 1.8b Qi) and (m), 1.102d

i) and (k), and 701.13 (J) and (m)",
'§§ 1.102d(m) and 701.13(o) ", "§§ 1.102d
-(u) and 701.13(p)", "§§ 1.8b(o), 1.102d
(o), and-701.13(q)" to read "§§ 1.7,201.60
and 701.10 of this chapter", "§§ 1.8b(f),
201.62(e), and 701.13(f) of this chap-
ter" "§§ 1.8b(i), 201.1(h), and 701.13(1)
of this chapter", "§§ 1.8b-(j) and (m),
201.62 (ii and (k), and 701.13 Q) and
-(m) of this chapter" "§§ 201.62(m) and
701.13(o) of this chapter", -§§ 201.62(n)
and 701.13(p) of this chapter", "§§ 1.8b
Xo), 201.62(o), and 701.13(q) of this
chapter", re pectively.

§ 1.lc [Amended]

2. Section 1.1c(b) (1) is amended by
changing the references to "§ 1.102d (b),
-(i), and (j)' and "§ 1.102d(i)" to. read
"§ 201.62 (b), (I), and Q) of this chap-
ter" and "§ 201.62(i) of this chapter" re-
spectively.

PART 2-ADMINISTRATIVE FUNCTIONS,

PRACTICES AND PROCEDURES

§ 2.121 [Amended]

3. Section 2.121(ui) (3) is amended by
-changing the reference'to "§ 135.3" to
read "§ 511.1". ,

PART 4-PUBLIC INFORMATION

§ 4.100 [Amended]

4. Section 4.100 is amended as follows:
a. In paragraph (c) (9) the reference

to "§ 132.9" is changed to read "§ 207.37".
b. In paragraph (c) (0) the reference

to "§ 135.33" is changed to read "§ 514.-
12".
c. In paragraph (c) (11) the reference

to "§ 135.33a" is changed to read
"§ 514.10".

d. In paragraph c) (12) the reference
to "§ 146.16" is changed to read "§ 514.-
10". -

§ 4.116 [Amended].
5. Section 4.116 is amended by chang-

ing the reference to "§ 132.9" to read
"§ 207.37".

SUBCHAPTER B-FOOD AND FOOD PRODUCTS

PART 121-FOOD ADDITIVES

§ 121.10 [Amended]

6. Section 121.10 is amended by chang-
lng the reference -to "§ 3.27" to read
"§ 250.203".
§ 121.75 [Amended]

7. Section 121.75(), 'is amended by.
changing the reference to "§ 135.3" to
read " 511.1".

§ 121.208 [Amended]
8. Section 121.208 is amended as

follows:
a. In paragraph (d), Table 1, item 16

-the reference in the "LAmitations" col-
ui~n to "sponsor No. 004, seA § 135.501

c) " Is changed to read "No. 010042, see
§ 510.600 (c) ".

b. In paragraph (d), Table 1, item 17,
the references in the '"imitations" and
"Indications for use" columns to
"§ 135e.66f) table Items 3, 4, and 5" are
changed to read "§ 558.515(f)"..
§ 1 1.210 [Amended]

9. Section 121.210 is amended as
follows:

a. In paragraph c), Table 1, Item 7.1,
a.7.1, the references in the 'Lmitations"
column to "Code No. 028 In § 135.501(c)"
and "firm No. 023 as identified in
§ 135.501(c)" are changed to read "No.
000794 In § 510.600Cc)" and 'No. 000006
as identified In § 510.600(c)".

b. In paragraph c), Table 1, Item 7.1,
b.7.1, the references in the "Limitations"
column to "code No. 031 in § 135.501Cc)"
and "firm No. 023 as Identified In
§ 135.501Cc)" are changed to read 'No.
017210 in § 510.600Cc)" and "No. 000006
as identified in § 510.600(c)".

c. In paragraph (c), Table 1, Item 9.1,
the references in the "Limitations" col-
umn to "code No. 023 in § 135.501(c) ",
"code No. 028 In § 135.501(c)", "code No.
031 in § 135.501(c)", and "firm No. 023
as identified in § 135.501(c)" are changed
to read 'No. 000006 in § 510.600 (c) ", 'No.
000794 in § 510.600(c)", "No. 017210 in
§ 510.600(c)", and "No. 000006 as Identi-
fied In § 510.600c) ".
§ 121.251 [Amended]

10. Section 121.251(d), Table 1, Item
13 is amended by changing the reference
In the "Limitations" column to "code No.
030 in § 135.501(c)" to read "No. 000069
in § 510.600 (c)".
§'121.262 [Amended]

11. Section 121.262 is amended as
follows:

a. In paragraph (c), Table 1, Item 1.18,
L 1.11 the reference In the "Limitations"
column to "code No. 009 in § 135.501(c)"
is changed to read "No. 012769 in
Z 510.600(c) ".

b. In paragraph (c), Table 1, Item 1.19,
the reference in the "Tmitatibns" col-
umn to "sponsor No. 067, see § 135.501
Cc)" is changed to read, "No. 000947 in
§ 510.600 c)".

c. In paragraph (c), Table 1, Item 1.23,
.the references in the "Limitations" col--
lumn to "code No. 031, §135.501(c)",
"code No. 014, § 135.501(c)", "code No.
037, § 135.501(c) ", "firm No. 037 as Iden-
tified In § 135.501(c)" are changed to
read "No. 017210 in § 510.600(c)", "No.
000986 in § 51Q.600(c)", "No. 000009 in
§ 510.600(c)", "No. 000009 as Identified
in § 510.600Cc) ".

d. In paragraph (c), Table 1, Item 1.24,
the reference in the '"Limittions" col-
umn to "sponsor No. 031; see § 135.501
(c)" Is changed to read No. 017210 In
§ 510.600(c)".

e. In paragrapi (e) the reference to
"code No. 019 In § 135.501(c)" Is changed
to read "No. 011801 in § 510.600(c)".

SUBCHAPTER C-DRUGS7

-PART 141c-CHLORTETRCCLINE (OR
TETRACYCLINE) AND CHLORTETRACY-
,CUNE- (OR TETRACYCLINE-) CONTAIN-
ING DRUGS FOR VETERINARY USE;
TESTS AND METHODS OF ASSAY

§§ 141c.201 and 141c.218 [Revoked]
12. § 141c.201 Chlortetracycllne hy-

drocblorlde, veterinary, and § 141c.218
Tetracycline hydrochloride, veterinary
are revolzed.

PART 146a-CERTIFICATION OF PENICIL-
IN AND PENICILLIN-CONTAINING

DRUGS FOR VETERINARY USE

§§ 146a.61 and 146a.68 [Revoked]

13. § 146a.61 Potassium phenoxy-
methyl penIc'11n (potassium phenoxy-
methyl penicillin salt) veterinary and
§ 146a.68 Benzathine penicillin G (ben-
zathine penicillin G salt), veterinary are
revoked.

PART 146b--CERTIFICATON OF STREP-
TOMYCIN (OR DIHYDROSTREPTOMY-
CIN) AND STREPTOMYCIN- (OR DIHY-
DROSTREPTOMYCIN-) CONTAINING
DRUGS FOR VETERINARY USE

§ 146b.101 [Revoked]

14. § 146b.101 Streptomycin sulfate
veterinary; streptomycla hydrochloride
veterinary; streptomycin phosphate vet-
erinary; streptomycin trthydrochloride
calclum chloride (streptomycin calcium
chloride complex) veterinary is revoked.

PART 146c-CERTIFICATION OF CHLOR-
TETRACYCLINE (OR TETRACYCLINE)
AND CHLORTETRACYCLINE- (OR TET-
RACYCUNE-) CONTAINING DRUGS FOR
VETERINARY USE

§§146c.201, 146c.218, 146c.220, and
14 6c.232 [Revoked]

15. § 146c.201 ChlortetrzWycllne hy-
drochloride (chIortetracycline hydro-
chloride salt), veterinary, § 146c.218
Tetracycline hydrochloride, veterinary,
§ 146c.220 Tetracycline, veterinary, and
§ 146c.232 Tetracycline phosphate com-
plex veterinary are revoked.

PART 146e-CERTIFICATION OF BACI-
TRACIN AND BACITRACIN-CONTAIN-
ING DRUGS FOR VETERINARY USE

§ 146e.401 (Revoked]
16. § 146e.401 Bacitracin, -veterinary

is revoked.

SUECAPTER D-DRUGS FOR HUMAN USE

17. Part 300--General is established
and former § 3.86 s transferred to-
§ 300.50 in Subpart B--Combination
Drugs as setforthbelow:

'Now- Subchapter C--Drugs: General re-
codified e lawhem In thbs 1ims or the
FtDMsx. Eroras.
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PART 300-GENERAL
Subpart A [Reserved]

Subpart B---Combination Drugs
AurHourrr: Sec. 701, 52 Stat. 1055-1056 as

amended; (21 U.S.C. 371), unless otherwise
noted.
§ 300.50 FL-ed-comlination prescrip

tion drugs for humans.
The Food'and Drug Administration's

policy in administering the new-drug,
antibiotic, and other regulatory provi-
sions of the Federal Food, Drug, and
Cosmetic Act regarding fixed combina-
tion dosage form prescription drugs for
humans is as follows:

(a) Two or more drugs may be com-
bined in a single dosage form when each
component makes-a contribution to the
claimed effects and the dosage of each
component (amount, frequency, dura-
tion) is such that the combination is
safe and effective for a significant
patient population requiring such con-.
current therapy as defined in the label-
ing for the drug. Special cases of this
general rule are where a component is
added:

(1) To enhance the safety or effective-
ness of the principal active component

(2) To minimize the potential for
abuse of the principal active component

(b) If a combination drug presently
the subject of an approved new-drug
application or antibiotic monograph has
not been recognized as effective by the
Commissioner of Food and Drugs based
on his evaluation of the appropriate
National Academy of Sciences-National
Research Council panel report, or if sub-

RULES AND REGULATIONS -

PART 328-IN VITRO DIAGNOSTIC
.PRODUCTS FOR HUMAN USE

§ 328.10 [Amended]

21. Section 328.10 is amended as fol-
lows:

a. In paragraph (a) (5) the refer-
ence to "§ 133.13" is changed to read
"§ 211.60".

b. In paragraph (b) (5) (iv) the refer-
ence to "§ 133.13" is changed to read
"§ 211.60".

c. In paragraph '(c) (4) the refer-
ence to "§ 132.5" is changed to read
"§ 207.25".

(d) In paragraph (d) (1) (v) the ref-
erence to "§133.13" is changed to read
"§ 211.60".

§ 328.20 [Amended]
22. Section 328.20 is amended as

follows:
a. In paragraph (a) the reference to

"Part 132" is changed to read "Part 207".
b. In paragraph (b) the phrase "Part

133 of this chapter, 'Drugs; Current Good
Manufacturing Practice in Manufacture,
Processing, Packing, or Holding,' should
be followed as a guideline" is changed to
read "Parts. 210, 211, 225, 226 and 229
of this chapter should be followed as a
guideline".

PART 329-HABIT-FORMING DRUGS
§ 329.10 (Amended]

23. Section 329.10 is amended by
changing the reference in the cross-
reference note 'to "§ 1.108" to read
"§§ 201.16(b) ".

stantial evidence of effectiveness has not PART 330-OVER-THE-COUNTER (OTC)
otherwise been presented for it, then HUMAN DRUGS WHICH ARE GENER-
formulation, labeling, or dosage changes ALLY RECOGNIZED AS SAFE AND EF-
may be proposed and any resulting for- FECTIVE AND NOT MISBRANDED
mulation may meet the appropriate cr- § 330.1 [Amended]
teria listed in paragraph (a) of this
section. - 24. Section 330.1 is amended as fol-

(c) A fixed-combination prescription ows:a. In paragraph (a) the reference to
drug for humans that has been deter- "Part 133" is changed to read 'Tarts 210,
mined to be-effective for labeled indica- 211, 225,226 and 229".
tions by the Food and Drug Admin- b. In paragraph (b) the references toistration, based on evaluation of the 'art 132" are changed to read 'Tart
NAS-NRC report on the combination, Is 207".
considered to be in compliance with the c. In paragraph (c) the references torequirements of this section. "§ 1.100" and "§ 1.102a(b)" are changed
(Sees. 502, 505, 507, 5Z Stat. 1050-53, as -to read "Subchapter C" and "§ 20.61(b) ".amended, 59 Stat. 463, as amended; 21 U.S.C. d. In paragraph (f) the reference to

352, 355, 357) "§ 133.9" is changed to read "§ 211.55"."

PART 314-NEW DRUG APPLICATIONS PART 369-INTERPRETATIVE STATE.
§ 314.1 [Amended] MENTS RE WARNINGS ON DRUGS AND

18. Section 314.1(c) (2) is amended by DEVICES FOR OVER-THE-COUNTER
changing the reference in Form F § 369.4 [Amended]
356H to "§ 1.106(b) (21 CFR 1.106(b))" 25. Section 369.4 is amended by chang-
to read "§ 201.100 (21 CPR 201.100)" Ing the reference to "Part 3" to read
§ 314.8 [Amended] "Subchapter C".

19. Section 314.8(d) (4) Is amended by § 369.20 [Amended)
changing the reference to "§ 3.81" to read 26. Section 369.20 is amended as fol-
"§ 201.200". - lows:
§ 314.9 [Amended]- a. The parenthetical sentence follow-

20. Section 314.9(a) (1) and (3) Is Lg the heading "ACETOPHENETIDIN-
amended by changing the references to CONTAINING PREPARATIONS" is
"§ 1.106 (b) or (c) to read "I§ 201.100 or amended- by changing the reference
201.105". z "§ 3.37" to read"§ 201.309". ,

b. The parenthetical sentence follow-
Ing the heading "ANTIHISTAMINICS,
ORAL" is amended by changing the ref-
erence "§ 3.29" to read "§ 201.307".

c. The parenthetical &entence follow-
Ing the heading "COBALT PREPARA-
TIONS" is amended by changing the ref-
erence "§ 3.48" to read "§ 250.106".

d. The parenthetical sentence follow-
Ing the heading "MINERAL OIL LAXA-
TIVES" is amended by changing the ref-
erence to "§ 3.4" to read "§ 201.302".

e. The parenthetical sentence follow-
Ing the heading "OPHTHALMIC PREP,
ARATIONS" Is amended by changing the
reference "§ 3.28" to read "§ 200.50".

f. The parenthetical sentence'follow-
ing the heading "POTASSIUM PER-
MANGANATE AQUEOUS SOLUTIONS
(CONTAINING NOT MORE THAN 0.04
PERCENT POTASSIUM PERMANGA-
NATE)" is amended by changing the ref-
erence "§ 3.7" to read "§ 250.108".

.g. The parenthetical sentence follow-
Ing the heading "SALICYLATES, IN-
CLUDING ASPIRIN AND SALICYL-
AMIDE (EXCEPT METHYL SALICY-
LATE, EFFERVESCENT SALICYLATE
PREPARATIONS, AND PREPARA-
lIONS OF AMINOSALICYLIC ACID
AND ITS SALTS) "is amended by chang-
Ing the reference "§ 3.509" to read
"§ 201.314".

h. The parenthetical sentence follow-
ing the heading "SALICYLATES:
METHYL SALICYLATE (WINTER-
GREEN OIL)" is amended by changing
the reference "§§ 3.35 and 3.509" to read
"§§ 201.303 and 201.314".

1. The parenthetical sentence follow-
Ing the heading, "THROAT PREPARA-
TIONS FOR TEM1ORARy RELIEF Or-
MINOR SORE THROAT: LOZENGES,
TROCHES, WASHES, GARGLES, ETC."
Is amended by changing the reference
"§ 3.510" to read "§ 201.315".
§ 369.21 [Amended]

27. Section 369.21 is amended aq fol-
lows:

a. The parenthetical dentence follow-
Ing the heading "ANTIHISTAMINICS,
ORAL (PHENYLTOLOXAMINE DI-
HYDROGEN CITRATE, MECLIZINE
HYDROCHLORIDE DOXYLAMIVE
SUCCINATE, CHLOROTHEN CITRATE,
CYCLIZINE HYDROCHLORIDE, AND
CHLORCYCIIZINE HYDROCHLORIDE
PREPARATIONS)" is amended, by
changing the reference "§ 3.29" to read
"§ 201.307".

b. The parenthetical sentence follow-
Ing the heading "BACITRACIN-CON-
TAINING OINTMENTS" is amended by
changing the reference "§ 146e.402" to
read "§ 548.313b".

c. The parenthetical sentence follow-
Ing the heading "BACITRACIN (ZINC
BACrIRACIN) -POLYMYXIN OINT-
MENT; BACITRACIN-POLYMYXIN.
NEOMYCIN OINTMENT" is amended
by changing the reference "§ 140o.422"
to read "§ 448.510e(a) ".

d. The parenthetical sentence follow-
lg the heading "IPECAC SYRUP IN
ONE-FLUID OUNCE CONTAINERS
POR EMERGENCY TREATMENT OF
POISONING, TO INDUCEVOITING"
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is amended by changing the referenc
"§ 3.30" toread " 201.308".

e. The parenthetical sentence follovi
Ing "SODIUM GENTISATE' is amende
by changing the reference "3.509" t
read "§ 201.314".

PART 429-DRUGS COMPOSED WHOLL
OR PARTLY OF INSUUN

28. Part 429 is amended in the cro,
reference note of the table of conteni
by changing the reference "§§ 1.111
3.509, and 3.507" to read "§§ 200.1:
200.15, and 201.17".
§ 429.11 [Amended]

29. The footnote for § 429.11(h) (1)
amended by changing the reference t
"§ 1.108" to read "§§201.16(a) an
290.6".

PART- 431-CERTIFICATION OF
ANTIBIOTIC DRUGS

§ 431.16 [Amended]
30. Section 431.16 is amended as fo

lows:
a. In laragraph (a) the reference t

"1 3.81" is changed to read "1 201.200".
b. In paragraph (b) the reference I

"§ 1.106(b)" is changed to read "§ 201
100".
§ 431.51 [Amended]

31. Section 431.51(e) is amended b
changing the reference to "Part 133" t
read "Parts 210, 211, 225, 226, and 229
§ 431.53 [Amended]

32. Section 431.53 (g) , is amended b
changing the reference to "§ 144.26" t
read "k 510.515".

PART 432-PACKAGING AND LABELIN
OF ANTIBIOTIC DRUGS

33. Part 432 is amended in the cro.
reference note in the table of conten
by 'changing the reference "§ 1.107" t
read "§ 201.150".

§ 432.5 [Amended]
34. Section 432.5 (a) (1) is amende

by changing the reference to "§ 1.106(b)
to read "§ 201.100".

PART 433-EXEMPTIONS FROM ANT
BIOTIC CERTIFICATION AND LABELIN
REQUIREMENTS-

§ 433.17 [Amended]
35. Section 433.17 is amended J

changing the references to "§ 135.3" t
read " 511.1".

PART 436-TESTS AND METHODS C
ASSAY. OF ANTIBIOTIC AND ANT
BIOTIC-CONTAINING DRUGS
436.504 [Amended]
36. Section 436.504(a) (1) is amende

by-changing the reference to "§ 141a
(a)" to read "§ 540.380aj(b) (1)".
§436.505 [.Amended]

37. Section 436.505(s) (1) Is amende
by changing the reference to "§ 141a.4
(a)" to read"§ 536.501(a) ".

o § 436.509 [Amended]
38. Section 436.509 Is amended as

d follows:
d a. In paragraph (a) (1) the reference

to "§'141a.8(a)" is changed to read
"§ 540.380a(b) (1) ".

b. In paragraph (a) (2) the reference
Y to "§ 141b.129(a) (1)" is changel to read

"§ 544.373c(b) (1) (1) ".

;s § 436.510 [Amended]
;s 39. Section 436.510(a) (1) Is amended
5, by changing the reference to "§ 141aM3
1, (a) (1) " to read "§ 536.501(a) (1)".

§ 436.511 [Amended]
40. Section. 436.511 is amended as

is follows:;0 a. In paragraph (a) (1) the reference
d to "§141a.8(a)" is changed to read

"§ 540.380a(b) (1) ".
b. In paragraph (a) (2) the reference

to "§ 141a.65(a) (2) of this chapter" Is
changed to read "§ 436,105".
-c. In paragraph (a) (3) the reference

to "§ 141a.65(a) (3) of this chapter" is
I- changed to read "§ 436.105".

d. In paragraph (a) (5) the reference
o to "§ 141a.65 (a) (4) (11) of this chapter"

is changed to read "§ 436.105".

o § 436.514 [Amended]
41. Section 436.5141b) is amended by

changing the reference to "§ 141b.117
(c)" to read "§ 536.513(c) "

ly § 436.516 [Amended]

. 42. Section 436.516(c) Is amended by
changing the reference to "§ 141b.117
(c) "to read "§ 536.513(c)".

Iy

PART 440-PENICLUN ANTIBIOTIC
DRUGS

G § 440.30a [Amended]
43. Section 440.80a(a) (3) (1) Is

amended by changing the reference to
ss "§ 1.106(b)" to read"§ 201.100".t;s

o § 440.153 [Amended]
44. Section 440.153(a) (3) Is amended

by changing the reference to "§ 1.106
!d (b)" to read "§ 201.100".

§ 440.155c [Amended]
45. Section 440.155c(a) (3) Is amended

by changing the reference to "§ 1.106
I- (b)" to read "§ 201.100".
G § 440.160 [Amended]

46. Section 440.160(a) (3) Is amended
by changing the reference to "§ 1.106

lY (b)" to read "§ 201.100".;o
§ 440.166 [Amended]

47. Section 440.166(a) (3) Is amended
IF by changing thb- reference to '11.106
- (b)" to read "§ 201.100".

§ 440.171b [Amended]
48. Section 440.171b(a) (3) Is amended

.8 by changing the reference to !'§ 1.106
8 (b)" to read "§ 201.100".

§ 440.174 [Amended]

d 49. Section 440.174(a) (3) is amended
15 by changing the reference to " 1.106(b)"

to read "§ 201.100".
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§440.180a [Amended]
50. Section 440.180a(a) (3) is amended

by changing the reference to "§ 1.106(b)"
to read " 201.100".
§ 440.160b [Amended]

51. Section 440180b is amended as fol-
lows:

a. In paragraph (b) (1) (H1) the refer-
ence to " 141a.36(a) (2)" is changed to
read "§ 536.502(a) (2)".

b. In paragraph (b) (1) (ii) the refer-
ence to "§ 141a.36(a) (3)" is changed to
read "536.502(a) (3)".

§ 440.180e [Amended]
52. Section 440.180e(a) (3) is amended

by changing the reference to " 1-106(b)"
to read "§ 201.100". -

§ 440.180f [Amended]
53. Section 440.180f (a) (3) is amended

by changing the reference to " 1.106(b)"
to read "§ 201.100".
§ 440.253 [Amended] -

54. Section 440.253(a) (3) is amended
by changing the reference to "1 1.106(b) "
to read " 201.100".
§ 440.255b [Amended]

55. Section 440.255b(a) (3) is-amended
by changing the reference to "l 1.106(b)"
to read "§ 201.100".
§ 440.259 [Amended]

56. Section 440.259(a) (3) is amended
by changing the reference to "5 1.106(b)"
to read "§ 201.100".

§ 440.261 [Amended]
57. Section 440.261(a) (3) is amended

by changing the reference to " 1.106(b)"
to read "§ 201.100".
§ 4 4 0.2 65 a [Amended]

58. Section 440.265a(a) (3) is amended
by changing the reference to "§ 1.106(b)"
to read " 201.100".

§-440.265b [Amended]
59. Section 400.265b(a) (3) is amended

by changing the reference to " 1.106(b)"
to read " 201.100".
§ 440.274a [Amended]

60. Section 440.274a(a) (3) Is amended
by changing the reference to "1 1.106(b)"
to read " 201.100".
§ 440.274b [Amended]

61. Section 440.274b(a) (3) is amended
by changing the reference to "§ 1.106(b)"
to read " 201.100".
§ 440.230c [Amended]

62. Section 440.280c(a) (3) (1) is
amended by changing the reference to
"§ 1.106(b)" to read "5 201.100".

§ 440.280d [Amended]
63. Section 440.280d(a) (3) is amended

by changing the reference to " 1.106(b) "
to read " 201.100".
§ 440.563 [Amended]

64. Section 440.563(a) (3) is amended
by. changing the reference to "§ 1.106(b)"
to read "5 201.100".

27, 1975
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PART 444-OLIGOSACCHARIDE
ANTIBIOTIC DRUGS

§ 444.70a [Amended]
65. Section 444.70a(a) (3) () I

amended by changing the reference to
"§ 1.106(b)" to read " 201.100".

§ 44 4.17 0a [Amended]
66. Section 444.170a is amended as

follows:
. a. In paragraph (a) (3) the reference
to "§ 1.106(b)" Is changed to read
"I 201.100".

b. In paragraph (b) (1) (1) (a) the
reference to "§ 141b.109(a) (1)" is
changed to read "I 544.173a(b) (1) (i) '.

§ 444.270b [Amended]
67. Section 444.270b(a) (3) () is

amended by changing the reference to
"§ 1.106(b)" to read "§ 201.100".

§ 444.270c [AmendedT-
68. Section 444.270c(a) (3) (1) is

amended by changing the reference to
'§ 1.106(b)" to read "§ 201.100".
§ 444.570a [Amended]

69. Section 444.570a(a) (3) is amended
by changing the reference to "§ 1.106(b)"
to read "§ 201.100".
§ 444.570h [Amended]

70. Section 444.570b(a) (3) is amended
by changing the reference to "1 1.106(b)"
to read "§ 201.100".

PART 446-TETRACYCLINE
ANTIBIOTIC DRUGS

§ 446.110h [Amended]
71. Section 446.110b(a) (3) is amended

by changing the reference to "§ 1.106(b)"
to read "§ 201.100".
§ 446.111 [Amended]

72. Section 446.11(a) (3) is amended
by changing the reference to "§ 1.106 (b)"
to read "§ 201.100".
§ 446.181c [Amended]

73. Section 446.181c(a) (3) is amended
by changing the reference to "§ 1.106 (b)"
to read "§ 201.100".
§ 446.281b [Amended]

74. Section 446.281b(a) (3) is amended
by changing the reference to "1 1.106(b)"
to read "§ 201.100".
§ 446.310a [Amended]

75. Section 446.310a(a) (3) Is amended
by changing the reference to "§ 1.106(b)"
to read "§ 201.100".
§ 446.510a [Amended]

76. Section 446.510a(a) (3) (1) is
amended by changing the reference to
"§ 1.106(b)" to read "§ 201.100".
§ 446.510h [Amended]

17. Section 446.510b(a-) (3) is amended
by changing the reference to "§ 1.106 (b)"
to read "§ 201.100".
§ 446.567e [Amended]

78. Section 446.567e(b) (2) is amended
by changing the reference to "§ 141b.117
(c)" to read "§ 536.513(c)'.

§ 4 46.581a [Amended]
79. Section 446.581a is amended as'

follows:
a. In paragraph (a) (3) the reference

to "§ 1.106(b)" is changed to read
"§ 201.100".

b. In paragraph (b) (3) the reference
to "§ 141b.117(c), is changed to read
"§ 536.513 (c) %-
§ 446.581b [Amended]

80. Section 446.581b s amended as
follows:

a. In paragraph (b) (1) (i) the refer-
ence to "§ 141c.237(a) (2)" is changed to
read "§ 546.312a(b) (1) (ii) ".

b. In paragraph (b) (3) the reference
to "§ 1-41c.237(a) (3)" is phanged to read
"§ 546.312a(b) (1) (111) ".

§ 446.610 [Amended]
81. Section 446.610(a) (3) is amended

by changing the reference to "§ 1.106
(b)" to read "§ 201.100".

PART 448--PEPTIDE ANTIBIOTICS
§ 448.10a [Amended]

82. Section 448.10a(a) (3) (1) Is
amended by changing the reference to
"§ 1.106(b)" to read "§ 201.100".

.§ 448.110a [Amended] -
83., Section 448.110a(a) (3) is amended

by changing the reference to "§ 1.106(b)"
to read "§ 201.100".
§ 448.310a [Amended]

84. Section 448.310a(a) (3) Is amended
by changing the reference to "§ 1.106(b)"
to read "§ 201.100".
§ 448.310b [Amended]

85. Section 448.310b (a) (3) Is amended
by changing the reference to "§ 1.106(b)"
to read "§ 201.100".
§ 448.510a [Amended]-

86. Section 448.510a is amended as
follows:

a. In paragraph (a) (3) () the refer-
ence to "§ 1.106(b)" is changed to read
"§ 201.100".

b. In paragraph (b) (1) the reference
to "§ 141a.8(a)" is changed to read
"§ 540.380a(b) (1)".
§ 448.510d [Amended]

87. Section 448.510d(b) (1) (ii) is
amended by changing the reference to
"§ 141a.8(a)" to read § 540.380a(b) (1)".
§ 448.510f [Amended]

88. Section 448.510f (a) (3) Is amended
by changing the reference to "§ 1.106(b)"
to read "§ 201.100".

PART 455--CERTAIN OTHER
ANTIBIOTIC DRUGS

§ 455.310b [Amended]
89. Section 455.310b(a) (3) is amended

by changing the reference to "J 1.106 (b) °

to read "§ 201.100".
§ 455.410 [Amended]

90. Section 455.410 (a) (3) Is amended
by changing the reference to "§ 1.106(b)"
to read "§ 201.100".

SUBCHAPTER r-DIOLOGICS
PART 601-LICENSING

§-60111 [Amended]
91. Section 601.11(a) Is amended by

changing the reference to "Part 132" to
read "Part 207".
§ 601.25 [Amended]

92. Section 601.25(d)(5) Is amended
by changing the reference to "§ 1.100"
to read "Subpart D of Part 201".

The changes being made are nonsub-
stantive in nature and for this reason
notice and public procedure are not pre-
requisites to this promulgation.

Dated: March 21, 1975.
S m D. lihrN,

Associate Commissioner forCompliance.

[FR Doc.75-7957 Filed 3-2G-75;8:46 am]

Title 39-Postal Service
CHAPTER I-U.S. POSTAL SERVICE
SUBCHAPTER D--ORGANIZATION AND

ADMINISTRATION

PART 222-DELEGATIONS OF
AUTHORITY

Extension of Authority To Administer Oaths
of Office in Conjunction With Transfers
of Accountability
This document amends 39 CFR 222.5

to provide to Postal System Examiners
the authority to administer oaths of of-
fice for employment in conjunction with
transfers of accountability upon the ap-
pointment of new postmasters. This
change is effective Immediately.

Section 222.5 of title 39, CIR, Is
amended by adding at the end thereof
the following new paragraph (c) :
§ 222.5 Authority to approve personnel

actions and administer oaths of of-
fice for employ ennt.

(c) Transfers of accountability. Inad-
dition to other personnel authorized
under this section, Postal System Ex-
aminers may administer oaths of oflice
for employment at any post office In
conjunction with trvnsfers of account-
ability.
(39 U.S.C. 401, 1011)

ROaEn P. CMa,
Deputy General Counsel.

IFR oc.75-8014 Filed 3-26-75;8:45 tun]

Title 40-Protection of Environment
CHAPTER I-ENVIRONMENTAL

PROTECTION AGENCY
IFRL 337-71

SUBCHAPTER C-AIR PROGRAMS

PART 52-APPROVAL AND PROMULGA-
TION OF IMPLEMENTATION PLANS
Georgia: Permit Syatem Regulations

On May 31, 1972 (37 FR 10842), the
Administrator approved portions of the
Georgia plan to attain and maintain the
national ambient air quality standards.
Section 110(a) (2) (D) of the Clean Air
Act requires that such a plan include a
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procedure for reviewing, prior to con--
struction or modification, any source to
which performance standards apply in'
order to determine whether such con-.
struction or modification might be ex-
pected to cause aviolation of any stand-
ard.

The Georgia -plan -as originally sub-
mitted provided for such review. The
State, however, .subsequently amended
its permit regulations to allow for is-
suing compliance schedules and to pre-

scribe conditions for operation, and sub-
mitted the affected portions, section 391-
3-1--.03(2), Operating Permits, and 391-
3-1-.03(3), Revocation of Permits, as
plan revisions on May 20, 1974. The re-
quiremdnts of 40 CFR 51.4 and 51.6 per-
taining to public hearings and plan re-
visions had been met. The Administrator
announced the proposed changes in
Georgia-regulations on July 25, 1974 (39
FR 27149).

As revised, section 391-3-1-.02(3) of
the Georgia regulations requires an op-
erating permit of any source of air con-
taminant emissions, whereas the pre-
vious regulation required this only of
sources for which a construction permit
had been obtained, i.e., of new or modi-
fied-sources. Sources affected by the new
requirements can continue to operate
until the State acts on their application
for an operating permit, but there is now
no set deadline for the State's action as
in the original regulation. Provision is
made In the new regulation for delayed
submittal of supporting information,
formerly required at the time of appli-
cation. Operating permits now contain
specific conditions designed to assure
bompliance with applicable State regu-
lations and statutes, and sources can
now be required to monitor and report
operations as well as cbnduct the per-
formance tests previously required. The
State can now grant Temporary Operat-
ing Permits in cases where time was
needed to correct deficiencies in an
existing facility; in such cases, the per-
mit would contain a specific schedule for
conipliance within the shortest practical
time period.

Section 391-3-l-.03(3)- Revocation of
Permits, provides for the periodic review
and possible modification of pernilts al-
ready issued.

-Two comments were received In re-
sponse to the July 25, 1974, proposal of
these changes. Section 391-3-1-.03(2)
(e) states that for sources subject to
regulatiolis effective prior to January 1,
1973i schedules for achieving final com-
pliance cannot extend past July 31, 1975.
Section 391-3-1-.03(3) states that no
modification or revocatibn of a permit
for sources subject to regulations effec-
tive prior to January 1,1973, shall extend
the time for compliance beyond July 31,
1975. The Natural Resources Defense
Council, Inc., raised the question as to-
whether a source subject to a regulation
effective after January 1, 1973 could be
granted .an extension beyond July 31,
1975. No existing Georgia regulation
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has an effective date later than Janu-
ary 1, 1973. Moreover, the Administrator
on September 26 (39 FR 34533) dLsap-
proved all State plans insofar as their
regulations permit deferral of compli-
ance beyond the statutory attainment
date of the Clean Air Act. However. for
the
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SUBCHAPTER E-PESTICIDE PROGRAMS
[FRL 351-I; OPP-262815]

PART 18--TOLERANCES AND EXEMP-
TIONS FROM TOLERANCES FOR PESTI-
CIDE CHEMICALS IN OR ON RAW AGRI-
CULTURAL COMMODITIES

sake of clarity, the proposed permit Benomyl
ilations are approved as part of the On January 3,1975, the Environmental
lementation plan without the two Protection Agency (EPA) published in
lifying clauses just mentioned. The the Fzwnz, Rzmcisz= (40 FR 2448) -a
e Highway Department asked if the notice of proposed rulemaking to estab-
ilations were intended to apply, to lish a tolerance for combined residues of
or vehicles, since they are not ex- the fungicide benomyl (methyl l-(butyl-
led by the Georgia definition of an carbamoy)-2-benz lmicla ecarbamate)
pollution source. The Georgia air andItsmetabolitescontaningthebenzi-
ution control agency has clarified midazole moiety (calculated as benomyl)
issue orally, indicating that Its per- in or on the raw agricultural commodity
regulations are intended to apply to blueberies at 7 parts per million. This
lonary sources only. notice of proposed rulemaking to amend
nthe judgement of the Administrator, § 180.294 was published In response to a
approval of the proposed Plan revi- petition (PP 4E1479) submitted to Dr.
will enhance the attainment and C. C. Compton, Coordinator, Interre-

ntenance.of the national ambient gional Research Project No. 4, State
quality standards in the State of Agricultural Experiment Station, Rut-
rgia, and It is hereby approved. gets University, New Brunswick, N.J.
his action is effective Immediately. 08903, on behalf of the I-4 Technical
Administrator finds that good cause Committee and the Agricultural Experi-
sts for making these changes Im. ment Stations of Florida, Michigan, New
ilately effective since the regulations Jersey, North Carolina, Oregon, and
question have been In effect in Wsn the North American Blue- -
rgla since September, 1973, and the
ainistrator's approval of these im- berry Council; and the State of New Jer-
es no additional regulatory burden on sey Department of Agriculture.
cted facilities. No comments or requests for referral
tion llO(a). Clean Air Act, as amended to an advisory committee were reviewed
USC 1857c-" (a)) by the Agency on this proposal. There-
'ated: March 20,1975. fore, It is concluded that the proposed

Jom1 QuA s amendment should be adopted without
Acting AdmfnWstratr. change.

art 52 of Chapter I, Title 40, Code of Any person adversely affected by this
erl Regulations, is amended as fol- regulation may on or before April 28.

1975, file written objections with the
Subpart L-Georgia Hearing Clerk, Environmental Protection

§ 52.570(c), subparagraph (4) is Agency, 401 M Street SW., East Tower,
nded to read as follows: Room 1019, Washington, D.C. 20460. Such
2.570 Idcatifcation of plan. objections should be submitted in quin-

tuplicate and speciy the provisions &
the regulation deemed objectionable and
the grounds for the objection. If a hear-M: ay 17 an d 20, 1974, by the D 1In-i e u s e , th b e t o s m s

or of thp Environmental Protection n is requested, the objections must
osin of the Georgia Department of state the issues for the hearing. A hear-

uralResources. Ing will be granted if the objections are
cton 52.582 is added as follows: supportedby grounds legallysufflclent to
.582 Rules and regulation& Justify the relief sought.
he following portions of the State's Effective on March 27, 1975, Part 180.
nit regulations are disapproved to the Subpart C, Section 180,294, is amended
snt that they could be construed In asfollows.
e oases as permitting deferral of (Section 403(o) of the Federal Food, Drug.
pliance with emission limitations of and Cosmetic Act (21 U.SC. 34fa(e)))
plan beyond the statutory dates set Dated: March20.1975.
ih in the Clean Air Act: Part of the
sentence of section 391-3-.03 (2) (e), Eavw L. Jomqso2T,
'In the case of sources subject fo - ActingDeputyAssLstantAdmin-
lations effective prior to January 1, fstrator for Pest-cide Pro-
S, .-. .' and part of the last sentence gram..
section 391-3-1-.03(3), viz., "for Part 180, § 180.294, is amended by r&-'
rces subject to such regulations f- vi the paragraph "7 parts per mo
ive prior to January1. 1973,* In or on blackberries .. r to read as
F'3Doc.75-7891 Filed 3-20-76;8:46 am] set forth below.

FEDERALREGISTER, VOL 40, NO. 60-THURSDAY, MARCH 27, 1975



RULES AND REGULATIONS

§ 180.294 Benomyl; tolerances for resi- § 180.254 Carbofuran: tolerances for
dues. residues.

* * * * *

7 parts per million in or on black-
berries, blueberries, aoysenberries, dew-
betries, loganberries and raspberries.

* * * * *

[FR Doc.75-7896 Filed 3-26-75;8:45 am]

[FRL 350-8; OPP-262816]

PART 180--TOLERANCES AND EXEMP-
TIONS FROM TOLERANCES FOR PESTI-
CIDE CHEMICALS IN OR ON RAW AGRI-
CULTURAL COMMODITIES

Carbofuran
On December 27, 1974, the Environ-

mental Protection Agency (EPA) pub-
lished in the FEDERAL REGISTER (39 FR

'44777) a notice of proposed rulemaking
to establish a tolerance for combined
residues of the insecticide carbofuran
(2,3 - dihydro-2,2-dimethyl-7 - benzo-
furanyl-N-methylcarbamate); its car-
bamate metabolite 2,3-dihydro-2,2- di-
methyl-3-hydroxyy-7 - benzofuranyl-N-
methyl-carbamate; and its phenolic
-metabolites 2,3-dihydro-2,2-dimethyl-7-
benzofuranol and 2,3-dihydro-2,2-di-
methyl-3-oxo-7-benzofuranol and 2,3-
dihydro-2,2-dimethyl-3,7-benzofuranad-
iol in or on the raw agricultural com-
modity coffee beans at 0.1 parts per
million. This notice of proposed rule-
making to amend § 180.254 was pub-
lished in response to a petition (PP
4E1483) submitted by FIC Corp., 100
Niagara St., Middleport, N.Y. 14115.

No comments or requests for referral
to an advisory committee were received.
Therefore, it is concluded that the pro-
posed amendment to § 180.254 should be
adopted without change.

Any person adversely affected by this
regulation may on or before April 28,
1975, file written objections with the
Hearing Clerk, Environmental Protection
Agency, 401 M Street SW., East Tower,
Room 1019, Washington, D.C. 20460.
Such objections should be sulbmitted in
quintuplicate and specify the provisiohs
of the regulation deemed objectionable
and the grounds for the objection. If.a
hearing is requested, the objections must
state the issues for the hearing. A hear-
ing will be granted if the objections are
supported by grounds legally sufficient
to justify the relief sought.

Effective on March 27, 1975. Part 180,
Subpart C, Section 180.254, is amended
as follows:
(Section 408(o) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 346a(e)).)

Dated: March 20, 1975.
EDWIN L. JoHxsoN,

Acting Deputy Assistant Adminis-
trator, for Pesticide Programs.

Part 180, Subpart C, § 180.254 Is
amended by revising the paragraph "0.1
part per million in or on bananas..
to read as set forth below.

** " * ", S

0.1 part per million in or on bananas
(negligible residue), coffee beans, sor-
ghum grain, sugar beets, and sugarcane.

• * * *

[FR Doc.75-7895 Filed 3-26-75;8:45 am]

[FRL 351-4; OPP-262808]

PART 180-TOLERANCES AND EXEMP-
TIONS FROM TOLERANCES FOR PESTI-
CIDE CHEMICALS IN OR ON RAW AGRI-
CULTURAL COMMODITIES

2,4-D
On November 27, 1974, the Environ-

mental Protection Agency (EPA) pub-
lished in the FEDERAL REGISTER (39 FR
41385) a niotice of proposed rulemaking
1) to extend the established tolerance for
residues of 2,4-D sodium salt, calculated
a s 2,4-D (2,4-Dichlorophenoxyacetic
acid), in or on asparagus at 5 parts per
million to include the alkanolamine salts
(of -the ethanol and isopropanol series),
and 2) to consolidate section 180.165 with
the other established tolerances for 2,4-D
in section 180.142. On December 26, 1974,
the EPA published in the FEDERAL REG-
ISTER (39 FR 44668) a notice of proposed
rulemaking to pstablish a tolerance for
residues of the herbicide 2,4-D (2,4-di-
chlorophenoxyacetic acid) from the ap-
plication of its alkanolamine salts (of the
ethanol and isopropanol series) in or on
strawberries_ at 0.05 part per million.
Both notices of proposed iulemaking
were published in response to petitions
(PP 5E1475 and PP 5E1544) submitted by

D1%. C. C. Compton, Coordinator, Inter-
regional Research Project No. 4, State
Agricultural Experiment Station, Rut-
gers University, New Brunswick, NJ
08903, on behalf of the IR-4 Technical
Committee and several other Agricul-

'tural Experiment Stations.
An adverse comment which objected

to the use of 2,4-D and other pesticides in
our environment was received by the
Agency from the same individual on each
of these proposals. However, neither
comment provided. further insight into
the toxicity of 2,4-D or the safety of the
proposed use. Rather, the comments
urged development of alternative bio-
logical controls since 2,4-D does not occur
naturally in the human body, or in any
part of the environment. These com-
ments are available for public inspection
in the office of the Federal Register Sec-
tion, Office of Pesticide Programs, En-
vironmental Protection Agency, Room
423, East Tower, 401 M Street SW.,
Washington D.C. 20460.

Based on the data submitted n the
petitions and other relevant material, It
is concluded that the proposed amend-
ments to the regulations should be
adopted without change.

Any person adversely affected1by this
regulation may on or before April 28,
1975, file written objections with the

Hearing Clerk, Envirohmental Protec-
tion Agency, 401 M Street SW., East
Tower, Room 1019, Washington D.C.
20460. Such objections should be sub-
mitted In quintuplicate and specify the
provisions of the regulation deemed ob-
jectionable and the grounds for the ob-
jections. If a hearing is requested, the
objections must state the issues for the
hearing. A hearing will be granted If the
objections are supported by grounds
legally sufficient to justify' the relief
sought.

EffectiVe on March 27, 1975. Part 180,
Subpart C, is amended to delete Section
180.165 and amend Section 180.142 as
follows.
(Section 408(e) of the Federal Food, Drug,and Cosmetic Act (21 U.S.C. 346(e)).)

Dated: March 21, 1975.
EDWIN L. JouusoN,Acting Deputy Assistant Ad-

ministrator for Pesticide
Programs.

Part 180 Is amended by deleting
§ 180.1d5 and by adding two new para-
graphs to § 180.142 after paragraph (c)
as follows.

§ 180.142 2,4-D; tolerances for residues.
* * * . .

(d) A tolerance of 5 parts per million
is established for residues of 2,4-D so-
dium salt and alkanolamine salts (of the
ethanol and isopropanol series), calcu-
lated as 2,4-D (2,4-dichlorophenoxyaceto
acid), in or on asparagus.

(e) A tolerance of 0.05 part per mil-
lion* is established for residues of 2,4-D
(2,4-dichlorophenoxyacetic acid) from
application of its alkanolamine salts (of
the ethanol and isopropanol series) In or
on strawberries.

[FR Doc.75-7899 Filed 3-2C--75;8:45 am]

[FRL 352-6; OPP-2628181

PART 180-TOLERAICES AND EXEMP.
TIONS FROM TOLERANCES FOR PESTI-
CIDE CHEMICALS IN OR ON RAW AGRI-
CULTURAL COMMODITIES

6-m ethyl-1,3-dithlolo[4,5.b]

•quinoxalin-2-one
On January 22, 19'15, notice was given

(40 FR 3492) that Chemagro Division of
Mobay Chemical Corp., PO Box 4913,
Kansas City, MO 64120 had filed a peti-
tion (PP 5F1577) for a pesticide toler-
ance with the Environmental Protection
Agency (EPA). This petition proposed es-
tablishment of a tolerance for negligible
residues of the fungicide and insecticide
6 - methyl - 2,3 - qunoxalinedlthiol cyclic
S,S,-dthlocarbOnate In or on the raw
agricultural commodities apples and
pearg at 0.05 part per million. The stand-
ardized chemical name for this pesticide
is 6-methyl-1,3-dithiolot4,5b]quinoxa-
lin-2-one.
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The-data submitted in the petition and under Pub. I. 92-516, as amended, takes
other relevant material.have been evalu- action against a pesticide which Is under
ated. The pesticide is considered useful Government contract.
for the purposes for which the tolerahce 1. The table of contents for Part 5A-7
is sought. The established tolerances are is amended to add the following:
adequate to cover residues, if any, result- Sec.

'ing from the proposed and existing uses 5A-7.103-91 Warranty of pesticides.
in meat and milk, and there is no- rea-
sonable expectationof residues in eggs or Subpart 5A-7.1---Fixed.Price Supply
poultry, and- § 180.6(a) (3), applies. The Contracts
tolerance established by this amendment 2. Section 5A-7.103-94 Is added as fol-
to the regulation will protect the public lows:
health.

Any person adversely affected by this § 5A-7.103-94 Warranty of pesticide .
regulation may on or before April 28, The following clause shall be inserted
1975, fle .written objections with the in all solicitations involving the procure-
Hearing Clerk, Environmental Protec- ment of pesticides. The clause Is manda-
tion Agency, 401 M Street, SW., East tory for procurement of any substance
Tower, Room 1019, Washington, D.C. or mixture of substances for preventing,
20460. Such obpections should be sub- destroylng, repellng, or mitigatingpests;
mitted in quintuplicate and specify the e.g., insecticides, insect repellants, fungi-
provisions for the regulation deemed ob- cides, rodenticides, ' sanitizers, germi-
jectionable and the grounds for the ob- cides, disinfectants, plant regulators, de-
jections.-If a hearing is requested, the folints, and desiccants. In addition,
objections must state the issues for the procurement agents shall provide space
hearing. A hearing will be granted if the in the Item description for bidders to in-
objections are supported + by grounds le- sert the brand name and the EPA Reg-
gaily sufficient to justify the relief IstratonNumberoftheItemsolicited.
sought. -WA ,= or Pmcmr

Effective on March 27, 1975. PartO180,
Subpart C, is amended by amending_ (a) Notwithstanding acceptance of pesti-
§ 189.338. cldes by the Government, the contractor war-

rants that for the period of I year after the
Dated: Maxch-25,1975_- date of shipment, all pesticides furnished

EDvIT L. JOHNSON, under this contract shall meet the regula-

Acting Deputy Assistant Admin- tory requirements of Public Law 92-510, asstrator feamended, and shall be registered with theistrat.or for Pesticie Program. Administrator. Envlrnentl Protection
STATru drnAuTxonrr: Sec. 408(d) (2) of Agency (EPA).

the Federal Food, Drugi and Cosmetic Act (b) If EPA takes action to stop sale, stop
(21 U.S.C. 346a(d) (2))+. use, remove, seize, or cancel registration of aSection 180.338 is. amended by revising pesticide within 1 year after date of ship-°Sectlon~ ~~ 18.3 s e ayrevisin ment, the contractor ahall immediately
the Teading and intrbductory paragraph notify the contracting ocer. The motilea-
and adding the new paragraph "0.05 part
per million (negligible residue) -* 0 *" tion shall Include: 1. Contract Number 2.
after the paragraph "0.1 part per mt- Identiflcation of tho pesticide; 3. Reacon for
lion * * *" to read as follows. - EPA action against the pesticide; and 4.

§ 180.338- 6-methyl-l,3-dithiolo [4,5-L] List of Government activities and addrezes
quinoxalkn-2-one, tolerances for resi-. to which delivery had been made. (End of

dues. clause.)
Tolerances are established for residues (Sec. 205(c), 63 Stat. 390; (40 U.S.C. 480

of the fungicide aid insecticide 6- (c)))
methyl-l,3-dithiolo [4,5-b] quinoxalln-2- Effective date, These regulations are
one in or on raw agricultural commod- effective on the date shown below.
ties as follows: Dated: March 12,1975.. . . * - * "Dtd c 21'5

0.05 part per million (negligible resi- M. J. T=BRs,
due) in or on apples and pears. Commissfon S,

. . * . . Federal SuppZy Service.
i F; Doc.75-8126 Filed 3-26-75;8:45 am] [FR Doc.75-7912 Fled 3-2G-75;8:45 am]

Title41-ublic Contracts and Property
Management -

CHAPTER 5A-:-FEDERA!" SUPPLY SERV-
ICE, GENERAL SERVICES ADMINISTRA

.TION
PART 5A-7--CONTRACT CLAUSES

Warranty of Pesticides

This change to the General Services
Administration 'Procurement Regula-
tions (GSPR) proidel a clause for use
in all-solicitations for pesticides to pro-
vide a warranty if.- the Administrator,
Environmental Protection Agency (EPA).

Title 46-Shipping
CHAPTER I-COAST GUARD,

DEPARTMENT OF TRANSPORTATION
[COD 73-43111

MARINE INVESTIGATION REGULATIONS
Disclosure of Records and Information
The Freedom of Information Act, as

recently, amended, (5 U.S.C. 552) and the
Department of Transportation regula-
tions (49 CPR Part 7) . supersede the
present Coast Guard regulations on re-
lease of investigative records and of

suspension and revocation information,
as well as on disclosure of infornation
regarding shipmnts and discharges of
merchant mariners.

Therefore, the Coast Guard has de-
clded to revoke Its separate standards
In Parts 4, 5, and 14 and replace them
by references to DOT regulations.

Since the amendments In this docu-
ment are general statements of policy,
they are excepted from notice of public
rulemaking and may-be made effective
inless than 30 days.

In consideration of the foregoing, Parts
4, 5, and 14, of Title 46 of the Code of
Federal Regulations are amended as fol-
lows:

PART 4-MARINE INVESTIGATION
REGULATIONS

I. In Part 4, Subpart 4.13 is hereby
revised to read as follows: *"

Subpart 4.13-Avalability of Records

Sec.
4.13-1 Public Availability of Records.

Aurnoanrr: The provisions of this Subpart
4.13 L-sued under 5 U.S.C. 552(a) (1) (A), 46
U.S.C. 239, 49 US.C. 1655(b) (1); 49 CPR
1.48(b).

§ 4.13-1 Public availability of records.
Coast Guard records are made avail-

able to the public in accordance with 49
CFR Part 7.

PART 5-SUSPENSION AND
REVOCATION PROCEEDINGS

2. In Part 5, Subpart 5.50 is hereby
revised to read as follows:

Subpart 5.50-Dsclosure of information
Sec.
5.50-1 Availability of Information to the

- Public.
Aurnoar-r: The provisions of this Subpart.

5.50 ksued under 5 U.S.C. 552(a) (1) (A), 46
U.S.C. 214. 216b, 226, 228, 229, 232, 234, 239,
239b, 240, 49-U.S.Z. 1655(b) (1); 49 CPR 1.46
(b).

§ 5,50-1 Availability of inforniatl on to
the public.

The Coast Guard makes Information
available to the publicin accordance with
49 CFR Part 7.

PART 14-SHIPMENT AND DISCHARGE
OF SEAMEN

3. In Part 14, Subpart 14.15 is hereby
revised to read as follows:
Subpart 14.15-Dis;cosure of Information Re.

garding Shipments and Discharges of Mer-
chant Mariners

See.
14.15-1 Availability of Information to the

Public.
Aurnosz~r: The provisions of this Subpart

14.15 Issued under 5 U.S.C. 552(a) (1) (A), 14
U.S.C. - 33.,49 U.S.0,.1635(b) (1); 49 CPR 1.48
(b):
§ 14.15--1 Avmilabillty of information

to the public.

The Coast Guard makes Information
available to the public in accordance with
49 CPR Part 7.
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Effective date. These amendments are
effective on May 12,1975.

Dated: March 21, 1975.
0. W. SILER,

Admiral, U.S. Coast Guard,
Commandant.

[FR Doc.75-7985 Filed 3-26-75;8:45 am]

Title 49-Transportation
CHAPTER, I--DEPARTMENT OF

TRANSPORTATION
SUBCHAPTER B-OFFICE OF PIPELINE

SAFETY
[Docket No. OPS-18; Amdt. 192-20]

PART 192-TRANSPORTATION OF NAT-
URAL AND OTHER GAS BY PIPELINE,
MINIMUM FEDERAL SAFETY STAND-
ARDS

,Line Markers.-or Mains and Transmission
Lines

This amendment revises the existing
requirement in § 192.707 for marking the
location of gas transmission lines and
establishes new marking requirements
for gas distribution mains under that
section. The purpose of this amendment
Is to alleviate a major cause of failures
in gas pipelines-interference with/pipe-
lines by persons outside the gas pipeline
industry conducting excavation-related
activities. Installation of line markers in
accordance with these revised require-
ments should increase the likelihood that
outsiders will seek assistance in locating
underground lines before excavating.
Also the revised requirements should in-
fluence operators to encourage State'or
local governments to adopt programs for
preventing interference with under-
ground pipelines.

On May 19, 1972, the Director isued a
notice of proposed rule making to amend
§ 192.707 (37 FR 10578; May 25, 1972)
to specify locations for line markers and
the information to be inscribed on them.
Due to the large number of persons 1ff-
terested in the proceeding, the original
deadline for submitting written informa-
tion, views, or arguments was extended to
August 17, 1972, (37 FR 13351; July 7,
1972). The comments received as a ;e-
suit of the notice have been fully con-
sidered by the Office of Pipeline Safety
(OPS) in developing the final rule.

Ther'e were 126 persons who com-
mented on the notice. A majority of the
commenters recognize the need to reduce
the number of pipeline failures due to
Interference by outsiders, but believe that
the costs 4of implementing the proposed
line marking program would far out-
weigh any benefits that'might be
obtained.

OPS believes that the final rule allevi-
ates the objection to the proposal ex-
pressed by these commenters. Compli-
ance with the revised line marking re-
quirement will involve capital expendi-
ture, but much less than would have been
required by the proposed rule. Further-
more, the revised standard should bene-
fit the public by reducing risk of harm,
and benefit operators by reducing losses,
claims for damage, and expense of serv-
lce interruptions. Unfortunately, because

RULES AND REGULATIONS

data is not available on the effectiveness
.of existing line markers in preventing
damage to pipelines, the amount of
future benefits from line marking under
the 'revised rule cannot be determined
with precision.

The final rule is modified to improve
economic practicability in many re-
spects. First, the proposed requirement
that each marker be visible from preced-
'ing and following markers s deleted.
Secondly, lead times for compliance are
provided both for existing markers, as
proposed, and for installing line markers
not required by the existing rule. Lastly,
markers are not required in Class 3 and
Class 4 locations where operators are
successful in encouraging State or local
governments to enact programs for pre-
venting damage to pipelines by outsiders,
and where placement of markers is Im-
practical.

A large number of commenters sug-
gested that carrying out programs other
than line marking would be much more
effective in reducing the number of ac-
cidents caused by outsiders. Some of the
suggested programs involve a "one call"
system, a construction permit system,
education, better coxmunication be-
tween-operators and outsiders, and legis-
lation.

OPS agrees with these comments. Line
marking is only a partial solution for th6
problem of pipeline failures caused by
damage during excavation. Line mark-
ing, however, is an important step which
operators can take as part of their re-
sponsibility to prevent that type of dam-
age in the absence of a more effective
program. Programs which are enforce-
able under law against outsiders and pro-
vide them with information as to the
location of underground pipelies are
probably the best means of reducing
damage caused by outside parties. OP.
has encouraged the development of one
such program by drafting and distribut-
ing to State and local governments a
model statute aimed at preventing ex-
cavation-type damage through a con-
struction permit system. The promulga-
tion of this amendment is in furtherance
of this prior effort. The revised standard
not only attacks the problem of inter-
ference with pipelines by outsiders
directly through regulation of gas oper-
ators but also encourages the develop-
ment of other damage prevention pro-
grams.

Several commenters remarked that
statistics, reports, and experience show
that: (1) Most incidents occur where
pipelines are marked. (2) Outsiders fall
to call or check with the operator as- re-
quested on markers. (3) Contractors
have a careless attitude toward pro-
tecting underground lines. (4) A sig-
nificant amount of damage occurs at new
construction sites before markers are in-
stalled. On the basis of these factors,
the commenters conclude that increasing
the number of pipeline markers would
not significantly reduce damage caused
by outsiders.

OPS does not concur with this conclu-
sion. While it is true that, for example,
in the year 1972, approximately two-

thirds of reported leaks caused by out-
side parties on distribution lines occur-
red - vhere pipelines were marked, the
reports do not reflect the accuracy or
adequacy of the markers Involved. Op-
erators use various kinds of permanent
and temporary line markers. Data Is not'
available on the effectiveness of these
markers in properly warning outsiders
of the presence of underground pipe-
lines. Furthermore, the statistic is mis-
leading because, due to a lack of per-
tinent data, it cannot be compared with
the percentage of excavation-related a-
tivitie8 conducted by outsiders near
marked distribution lines. In the ab-
sence of either type of Information, OPS
believes It Is reasonable to conclude that
markers which are properly placed,
maintained, and inscribed will alert out-
siders to the presence of underground
lines and thus reduce the potential for
damage.

As for the failure of outsiders to no-
tify operators before excavating, OPS
expects that markers worded as required
by the final rule will increase the likeli-
hood that outsiders will seek assistance
in determining the location of pipelines.
More markers with uniform wording
could also affect an outsider's attitude
toward interference with pipelines dur-
ing excavation activities. With respect to
damage in areas undergoing new con-
struction, the requirement to mark un-
derground pipelines is binding on oper-
ators as soon as the lines are burled and
in operation. The rule does not provide
an exception for circumstances involv-
ing construction by outsiders, One
method of compliance in this situation
would be to install temporary markers
until outside construction Is complete,
Then, the temporary markers could be
removed and replaced by permanent
ones.

Some commenters asked why the no-'
tice did not provide an exemption for
offshore pipelines from the proposed line
marking requirements. The existing re-
quirement of § 192.707 for marking
transmission lines applies to offshore as
well as onshore pipelines. OPS ls-cur-
rently considering the need to amend the
existing standards in Part 192 as they re-
late to the transportation of gas offshore.
The desirability of marking offshore
pipelines Is an issue which was raised for
p-qblic discussion in an OPS advance no-
tice of proposed rule making on offshore
pipeline facilities: Docket No. OPS-30,
Notice No. 74-6 (39 FR 34568; Septem-
ber 26, 1974). As a result of that pro-

.ceeding, OPS will publish a notice of Its
decision whether to propose an amend-
ment to the line marking requirement
with respect to offshore pipelines.

A number of changes have been made
in the proposed rule on the basis of com-
ments received. The major changes, as
well as the response by OPS to com-
ments Which did not result In changes,
are discussed below.

Paragraph (a), buried pipelines. The
notice proposed that line markers be
!placed- "over" each burled main and
transmission line at certain locations.
Many commenters noted that from a
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compliance standpoint, line markers can-
not alwiays be placed directly "over" a
pipeline. For example, in swamps and
placed "over" each buried main and
marshes and at navigable waterway
crossings, line-markers are often offset
from a pipeline so the marker can be
properly supported. OPS realizes this
practice may be contrary to a notion
held by some that a pipeline lies di-
rectly underneath a marker. Yet, it is
consistent with the primary purpose of
line markers to warn the public of the
presence of a pipeline and to provide a

_telephone number to call for more spe-
cific information.

OPS agrees that requiring markers di-
rectly over a pipeline in all cases would
be too restrictive. The final Tule, there-
fore, prefaces the word "over" by the
phrase "as close as practical." This
'change provides obierators flexibility to
offset markers a reasonable distance

" from a pipeline wherever necessary. For
instance, offsetting may be necessary to
obtain support for the marker, avoid an
obstruction, or facilitate maintenance.

The proposed requirement that a
marker be visible from the immediately
preceding and following marker is not
included in the final rule. This proposal
was intended as an aid to outsiders in
determining the route of a pipeline.
Commenters. remarked, however, that
compliance could entail costly construc-
tion of towers or many additional mark-
ers at locations not otherwise warranted
by safety considerations. Compliance
could also spoil the natural beauty of
many areas. The OPS believes that these
adverse consequences would outweigh the
possible advantages contemplated by the
proposal. OPS believes that deleting the
requirement from the final rule does not
weaken the intention or effectiveness of
the remaining provisions of paragraph(a).

After considering objections raised by
a majority of the Technical Pipeline
Safety Standards Committee (TPSSC),
the proposal under § 192.707(a) (2) in the
notice is not adopted. This proposal
would have required line markers .at
fences and property boundaries. OPS
now believes that placement of markers

-af these numerous locations would be
costly and not yield a commensurate
safety benefit.

Wording is added at the conclusion of
§ 192.707(a) to provide operators of ex-
isting buried mains or transmission lines
approximately 3 years' lead time (until
January 1, 1978) to comply with the new
line marking requirements imposed by
this amendment. The 3-year period was
recommended by the TPSSC. The lead
time does not apply to transmission lines
under § 192.707(a) (2) because that sec-
tion'merely restates the* existing require-
ment of § 192.707. This additional time
beyond the general effective date for this
amendment should be used by operators
to prepare ,for compliance or, in accord-
ance with § 192.707(b) (1) (i1), to seek
enactment of alternative damage pre-
vention programs at the State or local
level.

Paragraph& (b), exception for buried
pipelines. The notice included exceptions
from the proposed marking requirements
for buried lines in heavily developed
areas. These exceptions provided that
line markers would not be required for
transmission lines, where both placement
is impracticable and the local govern-
ment maintains current substructure
records, and for distribution mains,
where either criterion for exemption re-
specting transmission lines occurs. One
reason for the exceptions was to give op-
erators limited but necessary discretion
as to placement of markers based on
practicability. The primary purpose,
however, was to influence operators to
encourage local governments to establish
construction permit systems in heavily
developed areas related to currently
maintained records. of underground pipe-
lines.

In the final rule, the proposed excep-
tions for marking buried pipelines are
modified -slightly. The exception for
situations where placement Is "Impracti-
cable" is changed to apply where place-
ment is "impractical." Many commenters
objected that since "Impracticable"
means impossible, the proposed exception
would have extremely limited applica-
tion.

Also, the proposed exceptions in
heavily developed areas for situations
where a local government naintains cur-
rent substructure records are broadened
under § 192.707(b) (1) to apply equally
to mains and transmission lines in Class
3 or Class 4 locations "where a program
for preventing interference with under-
ground plpelinbs is established by law."
The change from "heavily developed
areas" to "Class 3 or Class 4 locations" is
made for clarity. The exceptions apply In
these locatqns because of the dilculty
in placing markers there, the esthetic
objections to markers in these areas, and
because Class 3 and Class 4 areas have
the greatest need for government enacted
programs to prevent interference with
underground pipelines.

In the final rule, a government enacted
damage prevention program qualifies as
an exemption under the new line mark-
ing requirement even though It Is not
related to government maintenance of
underground substructure records. OPS
agrees with commenters who pointed out
that local governments may not wish to
maintain these records and that opera-
tors are better able to keep current rec-
ords of pipelines. Also, there are cur-
rently various types of damage preven-
tion programs In effect. This change,
therefore, adds flexibility to the final rule
by exempting placement of markers, for
example, where an operator participates
in a government program by answering
calls from contractors on the basis of the
operator's own records. The broadened
exemption also has the benefit of encour-
aging State controlled programs in Class
3 or Class 4 areas for prevention of dam-
age .to pipelines rather than just en-
couraging programs on a local level

Many commenters and the TPSSC
pointed out that most of the current

damage prevention programs are con-
ducted by the operators themselves, al-
though not under the auspices of a State
or local government. They also pointed
out the difflculty In obtaining timely gov-
ernmental action on an operator-spon-
sored program as an alternative to line
marking. As a result, these commenters
and the TPSSC believe an operator-run
program for prevention of excavation-:
type damage is Just as satisfactory as
one run by a State or local government.
OPS does not entirely agree.

The primary objective of a. damage-
prevention program is to notify outside
contractors preparing to excavate of the
location of underground pipelines. Once
a contractor is aware of the existence of
a pipeline, the contractor must exercise
care in excavating near the line. Al-
though an operator-run program, which
may include advertising, can be a vital
part In preventing damage by outsiders,
It would not provide as strong an incen-
tive for outsfders to learn the precise
locations of pipelines as would a program
backed by government sanctions. This
does not mean there0 no room for op-
erators In a government program- After
all operators are the ones most likely to
have up-to-the-minute information on
pipeline locations. Undoubtedly, a gov-
ernment-run program must heavily rely
on operator cooperation.

A program under §192.707(a) (2) may
be as simple or as complex as a govern-
ment considers necessary. In fact, a
simple requirement that outsiders con-
tact operators for information before ex-
cavating would suffice. Alternatively, an
Industry-run "one call" program backed
by State or local law could be used. When
operators are so notified before excava-
tion, they should respond with assistance
in locating underground lines in the
ara of excavation. OPS anticipates that
criteria for programs serving s an alter-
native to' line marking may be the sub-
Ject of a future rule-making proceeding.

A further question arises that if an ex-
ception to line marking applies n Class
3 and Class 4 locations because of a gov-
ernment enacted program, should the.
same exceptionapply in.Class l and Class
2 locations where a government program
exists? The TPSSC recommended that
the exemption apply regardless of loca-
tion. OPS has not adopted the recom-
mendation for two reasons. First, the risk
of encountering underground utilities
during excavation is less in rural loca-
tions than In more developed areas. As
a consequence, outsiders In rural areas
are probably less likely to anticipate the
existence of underground utilities or to
be aware of a government enacted pro-
gram. Secondly, a government program
in less developed areas might not apply
to farming activities. Thus, in most of
these cases, farmers would not be made
aware of the location of underground
pipelinesIn the absence of line markers.

Likewise, the TPSSC recommended
that the exception to the line marking
requirement for impractical situations be
extended to apply in Class 1 and Class 2
locations. This recommendation was not
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adopted because, as proposed, the excep-
tion is intended to facilitate placement
of markers In heavily developed areas.
OPS does not believe that rural areas
need the same considerations.

OPS still recognizes the difficulties In
Installing line markers over gas mains
in urbanized areas. Yet, in the absence of
alternative programs established by a.
State or local government, OPS con-
siders inexmarking the most effective
means for protecting against interfer-
ence with buried lines by outsiders.

In the final rule, one last change is
made to the exceptions for buried pipe-
lines. After considering comments made
by the TPSSC, OPS adopted the excep-
tion that in the case of navigable water-
way crossings, a line marker is not re-
quired within 100 feet of a line marker
which is placed and maintained at that
waterway in accordance with the re-
quirements of § 192.707. This change
alleviates the proliferation of signs which
would otherwise result under § 192.707
where multiple pipelines cross a water-
way in proximity.

Paragraph (c), plipelines aboveground.
This paragraph is not changed, except
editorially, from the way it was proposed
in the notice.

Paragraph (d), markers other than at
navigable waterways. This paragraph
sets forth requirements for line markers
which are not at navigable waterways.
Each marker must have written on it the
word "Warning," "Caution," or "Danger."
The requirement is changed from the
notice which proposed that only the word
"Warning" be used. Many commenters
objected that existing line markers which
have words with a similar meaning would
have to be changed unnecessarily. OPS
agrees that the words "Caution" and
"Danger" notify the public of the hazard
involved as sufficiently as the word
,"Warning." Providing a selection of
words allows an operator to choose the
one traditionally used in certain areas.

The notice proposed certain minimum
sizes for lettering the word "Warning"
and, in the case of markers at navigable
waterway crossings, the words "Do Not
Anchor or Dredge." Commenters ob-
jected to this proposal because of the
various sizes and types of markers in
existence and the additional cost of com-
pliance for relettering or installing new
signs to accommodate the minimum lef-ter sizes. r

The size of lettering is only one factor
among many determining visibility and
legibility of words by a viewer. Another
is the contrast of colors between the
words and their background. OPS does
not believe that safety and the intention
of this proceeding necessitate a precise
standard for all factors governing visibil-
ity or legibility of the inscription on
markers. However, certain minimum re-
quirements are necessary in the public,
interest to judge the quality of notice
provided by a line marker, and to ensure
a standard of maintenance. OPS recog-
nizes, however, the difficulty in meeting
a minimum letter requirement for
markers in urban areas, as, for example,
on paving inserts. In the final rule, there-

fore, the performance standard for color
contrasts and, except for markers in
urban areas, the proposed specification
for letter sizes are adopted for line
markers not at navigable waterways. Cri-
teria for visibility and legibility appli-
cable to markers at navigable waterways
is discussed hereafter. The lead time for
compliance of existing line markers per-
mitted by paragraph (f) should alleviate
some of the objections concerning cost
of compliance.

Paragraph (e), mcrkers at navigable
waterways. In the finAl rule, a new para-
graph (e) is added to provide more de-
tailed requirements for line markers at
navigable waterways. The United States
Coast Guard is concerned that signs in-
tended to warn mariners of pipeline
crossings would not be readily recognized
unless they conform to a standard sys-
tem for providing navigational informa-
tion. OPS agrees. Line markers at navi-
gable waterways are primarily intended
to warn vessel operators of a potential
danger. Therefore, they should be con-
structed according to a format generally
understood by mariners. One widely
adopted format for aids to navigation is
the Uniform State Waterway Marking
System (USWMS). This system Is set
forth in 33 CFR Subpart 66.10.

In the final rule, § 192.707(e) is writ-
ten to ensure that line markers at navi-
gable waterways conform to the USWMS.
Compliance with the revised standard
should not be construed, however, to sat-
isfy Federal statites or regulations per-
taining to the marking of pipelines which
obstruct navigation. The intended effect
of the OPS marking requirements is not
to equal or supersede similar require-
ments of the U.S. Coast Guard or the
U.S. Army Corps of Engineers, but to be
compatible with them. Thus, where a
marker is required at a navigable water-
way by these agencies, a single sign which
complies with § 192.707 can be used.

There are notable differences between
markers required at navigable water-
ways and elsewhere. At waterways,
markers must be rectangular white
slins with an international orange
border. All lettering on the sign must be
black and in block style. The size of the
sign and lettering on it are governed by
a requirement that in. overcast daylight
the sign be visible, and prescribed writ-
Ing be legible, from approaching or pass-
ing vessels that may damage or inter-
fere with the pipeline. In planning aids
to navigation, the Coast Guard uses a
rule of thumb that the distance in feet at
which a sign may be read is approxi-
mately 40 times the letter height in
inches. This rule of thumb could be used
in placing markers at navigable water-
ways under § 192.707(e).

In submitting material to the TPSSC
for this proceeding, OPS proposed that b
diamond shape outlined in international
orange be centered on the rectangular
signs at navigable waterway crossings.
This proposal, which was in conformity
with the USWMS, would have resulted in
an unnecessary expense to operators. In
this regard, the minority views of one
member of the Committee, which ex-

plain the problem in greater detail, were
adopted and are set forth below.

Paragraph (f), existing markers. The
proposal provided a 3-year lead time for
operators to bring their existing markers
into compliance with the proposed In-
scription requirements. The lead time
was considered necessary because of the
various sizes and shapes of markers in
use which might have to be replaced to
accommodate the proposed Inscription,
The lead time would allo W temporary
use of these markers.

Many commenters pointed out that
normal sign attrition is much longer than
3 years. Having to replace recently In-
stalled signs within 3 years would be an
unnecessary cost burden ultimately met
by the public. These commenters sug-
gested a requirement that existing
markers without proper Inscriptions be
replaced In a normal maintenance cycle.
Since a "normal" maintenance cycle
undoubtedly varies from operator to
operator, OPS does not concur with this
suggestion. However, In light of the com-
ments and recommendations by the
TPSSC, the final rule permits existing
markers which meet the location require-
ments to be used until January 1, 1980,

Report of the Technical Pipeline
Safety Standards Committee. Section
4(b) of the Natural Gas Pipeline Safety
Act of 1968 requires that all proposed
standards and amendments to such
standards be submitted to the Committee
and that the Committee be afforded a
reasonable opportunity to prepare a re-
port on the "technical feasibility, rea-
sonableness, and practicability of each
such proposal." This amendment to Part
192 was submitted to the Committee as
Item 4 in a list of five proposed amend-
ments. The Committee has made a favor-
able report which Is set forth below. Also,
the two Committee members who dis-
agreed with the majority of the Commit-
tee on Item 4 submitted statements of
their views which are .set forth following
the report.

JANvruy 17, 1975.
Memorandum to: The Se-rotary of Transpor-

tation. Attention: Joseph 0. Caldwell,
Director, Office of Pipeline Safety.

From: Secretary, Technical Pipeline Safety
Standards Committee.

Subject: Proposed Changes to 49 C M, Part
192, Minimum Federal Safety Standards
for Transportation of Natural and Other
Gases by Pipeline.

The following letter and attachments rep-
resent an official report by the Technical
Pipeline Safety Standards Committee con-
cerning the Committee's action related to
five proposed amendments to 49 OFCR Part
192, Minimum Federal Safety Standards for
Transportation of Natural and Other Gases
by Pipeline.

The Committee revlwed the propoals of
the Office of Pipeline Safety at a meeting,
held in Washington, D.C, on October 30 and
31, 1974, and through an informal balloting
procedure recommended certain modifica-
tions, some of which were acceptable to the
Office of Pipeline Safety. A formal ballot, re-
flecting the suggested changes, was prepared
and distributed to the Committee members,
by the undersigned on December 5. 1074.

Formal ballots have been submitted by
all fourteen members of the Committee. The
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majority of the Committee approved al five
Items-on the ballot as being technically feasi-
ble, reasonable, and practicable. Negative
votes were cast by one member against Items
1, 2, and 3, by two members against Item 4
and by four members against Item 5. Another

,member, who had been -unable to attend
the meeting and participate in the discus-
sions, abstained from voting.

Attachment A sets forth the minority opin-
'Ions submitted in -support of the negative
voteson Items 4 and 5.

LoU3s W. MMn4ois.

DzcmmaR 16, 1974.
Mr. LouIs W. M3moNsA,
Federal Power Commission,
Washington, D.C.

DraA Mm. MzsmoNs : Attached is my ex-
ecuted letter ballot on five proposed amend-
menits to 49 C17 .Part 192 relative to the
Agenda for the Technical Pipeline Safety
Standards Committee meeting held on Oc-
tober 30-31, 1974-

1 have voted'amrmatively on Items 1, 2, and
3and negatively on Items 4 and 5. My reasons
for -the negative votes are as follows:

It-e 4. My objection, is restricted to pro-'
posed § 192.707(d) (1) with the clause "ex-
cept for markers in heavily developed urban
areas' This clause leaves the size' of the let-
tering of a marker in wuch areas completely
unregulated in those areas most subject to
pipeline damage with the greatest exposure
.to life and property.-

Moreover, "heavily developed urban areas"
was not defined. To many, including myself,
It describes metropolitan areas of large cities.
To others, and this was borne out at the
meeting, it would include residential areas of
high-priced hmes.

Moreover,. proposed § 192.707(b) (1), and
possibly (b) (2), would probably result in
no markers in such areas anyway.

Therefore, I see no need for the exception
in § 192.707(d) (1).

Item- 5. * * *

Sincerely,
-- W. L. WArsw,

Member ZPSSC.
EXsoNs ios DISAPaovAL o IT= 4; Ma-

ING MAINs AND TANsmArssmore Lers GEoRaE
W. W11M
My disapproval of Item & is centered on

the required use of the diamond symbol in
i 192.707(e) (1), which I believe to be Inap-
propriate. This symbol is taken from the
U.S. Coast Guard regulation on aids to navi-
gation, 33 CFR 66.10-Uniform State Water-
way Alarkin. System, and s found in
§ 66.10-5(c) (1). In my opinion, this symbol,
read in the context of § 66.10-1(a) and
§ 66.10-15(a) is to indicate "the presence of
either natural or artificial obstructions or
hazards" to navigation and the operator
should' not approach the marker In order to
read any wording on it. I believe the square or
rectangular symbol found in § 66.10-5 (c) (4),
which is for the purpose of providing "direc-
tions or information" is the -appropriate
symbol to use.

The additional advantage to using the
square or.rectangular-symbol is that a ma-
Jority of the thousands of existing navigable
waterZay crossing signs could remain in
place, with minor modificatiobn, beyond the
January 1, 1980, date. If the diamond symbol
is adopted, all existing signs must be re-
placed with larger signs to provide room for
the diamond. These existing markers are
large, expensive, long-life signs, installed on
piling, and, to the best of my knowledge, are

adequately performing their function 9f
warning boat or dredge operator. There is
no evidence that damage to pipelines cross-
Ing navigable waterways is a safety problem.
therefore, the continued use of existing signs
with an international orange border (rectan-
gular or square), however modified to meet
the proposed wording Is practical and con-
sistent with pipeline safety.

At the October 30-31, 1974, Technical Pipe-
line Safety Standards Committee Meeting
the substance of the proposed I 192.707(o)
was not discussed, but It was agreed that
OPS would consider If the proposed require-
ments are compatible with the present U.
Corps of Enginera requirements. All present
pipeline crossing markers on navigable
waterways were approved by the Corp3 and
the use of the rectangular symbol is much
more compatible with these slgns than the
diamond symbol.

Would you please reconsider the use of
the diamond symbol and substitute for it a
rectangle or square one with the lettering
(as proposed) Inside the ,quare or rectangle.

1T2As could be Issued as an amendment to
the letter ballot and voted on again by the
Committee.

The proposed 1 192.707(e) could be modi-
fied as follows:

M1farkers at avof gable waterways. Each line
marker at a navigable wateway must have
the following characteristics:

(1) A sign, rectangular or square in shape.
with a narrow strip along each edge, colored
international orange and the area between
lettering on the sign and b6undary strips
colored white.

(2) Written on the sign in block style,
black letters-
(1) The word "Warning," "Caution," or

'Danger," followed by the words "Do Not
Anchor or Dredge." and the words "Gas Pipe-
line Crossing"; and

(ii) The name of" the operator and the
telephone number (including area code)
where the operator can be reached at al
times.

(3) In overcast daylight, the orange border
Is visible and the writing required by para-
graph (e) (2) (1) of this section is legible,
from approaching or pass-ng vessels that
may damage or interfere with the pipeline.

If the ballot Is changed as I have sug-
gested. I would approve of the entire Item 4.

Effective date. Section 3(e) of the Nat-
ural Gas Pipeline Safety Act of 1968 re-
quires that standards and amendments
thereto prescribed under the Act be ef-
fective 30 days after the date of issu-
ance unless the Secretary determines
good cause exists for an earlier or later
effective date as a result of the period
reasonably necessary for compliance.
Accordingly, the revised § 192.707 will be-
come effective 30 days after issuance. As
provided in § 192.107(a), this effective
date is not relevant, however, to existing
buried mains and to existing buried
transmission lines at public road rail-
road, and navigable waterway ro;sings.
As discussed hereinabove, in view of the
period reasonably necessary to- bring
those existing burled pipelines into com-
pliance with the, revised requirements,
§ 192.707(a) does not become applicable
to them until January 1, 1978. -

In consideration of the foregoing,
§ 192.707 of Title 49 of the Code of Fed-
eral Regulations is revised to read as
follows, effective April 21, 1975:

13505

§ 192.707 Line markers for mains and
transmission lines.

(a) Buried pipelines. Except as pin-
vided in paragraph (b) of this section, a
line marker must be placed and main-
tained as close as practical over each
buried main and transmission -line-

(1) At each crossing of a public road,
railroad, and navigable waterway; and

(2) Wherever necessary to identify the
location of the transmission line or main
to reduce the possibility of damage or
interference.
However, until January 1, 1978, para-
graphs (a) (1) and (a) (2) of this sec-
tion do not apply to mains installed be-
fore Apil 21, 1975, and until January 1,
1978, paragraph (a) (1) of this section -
does not apply to transmission lines in-
stalled before April 21,1975.

(b) Exceptions for buried riezines.
Line markers 4re not required for buried
mains and transmission lines--

(1) In Class 3 or Class 4 locations--
(1) Where placement of a marker is

impractical; or
(11) Where a program for preventing

interference with underground pipelines
Is established bylaw; or

(2) In the case of navigable waterway
crossings, within 100 feet of a line
marker placed and maintained at that
waterway in accordance with this sec-
tion.

(c) Pipelines aboveground. Line
markers must be placed and maintained
along each section of a main and trans-
mission line that is located aboveground
in an area accessible to the public. '

(d) Markers other than at navigable
waterways. The following must be written
legibly on a background of sharply con-
trasting color on each line marker not
placed at a navigable waterway:

(1) The word "Warning," "Caution,"
or "Danger" followed by the words "Gas
Pipeline" all of which, except for markers
in heavily developed urban areas, must
be in letters at least one inch high with
one-quarter inch stroke.

(2) The name of the operator and-the
telephone number (including area code)
where the operator can be reached at
all times.

(e) Markers at navigable waterways.
Each line marker at a navigable water-
wy mus have the following character-
istics:

(1) A sign, rectangular in shape, with
a narrow strip along each edge colored
international orange and the area be-
tWeen lettering on the sign and boundary
strips colored white.

(2) Written on the sign in block style,
blackletters-

(1) The word "Warning," "Caution,"
or 'Danger," followed by the words "Do
Not Anchor or Dredge" and the words
"Gas Pipeline Crossing;" and

() The name of the operator and the
telephone number (including area 6ode)
where the operator can be reached at
all times.
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(3) In overcast daylight, the sign is
visible and the writing required by para-
graph (e) (2) (1) of this section is legible,
from approaching or passing vessels that
may damage or interfere with the pipe-
line.

(f) Existing markers. Line markers
Installed before April 21, 1975, which do
not comply with paragraph (d) or (e) of
this section may be used until January 1,
1980.
(Sec. 3, Natural Gas Pipeline Safety Act of
1968 (49 USC 1672); § 1.58(d) of the regula-
tions of the Ofice of the Secretary of Trans-
portation (49 CFR 1.58(d)), and the re-
delegation of authority to the Director, Office
of Pipeline Safety, set forth, In Appendix A
to Part 1 of the regulations of the Office of
the Secretary of Transportation (49 CFR
Part 1))

Issued in Washington, D.C., on March
21, 1975.

JOSEPH C. CALDWELL,
Director,

Office of Pipeline Safety.
[FR Doc.75-7917 Filed 3-26-75;8:45 am]

CHAPTER X-INTERSTATE COMMERCE
COMMISSION

SUBCHAPTER A-GENERAL RULES AND
REGULATIONS

[Corrected Revised SO No. 1207]
PART 1033-CAR SERVICE

Lehigh Valley Railroad Company (Robert
C. Haldeman, Trustee) Directed To Op-
erate Certain Portions of Lehigh and
New England Railway Company
At a Session of the Interstate Com-

merce Commission, Division 3, held at its
office in Washington, D.C., on the 17th
day of March, 1975.

It appearing, That the Lehigh and New
England Railway Company (LNE) has
notified the Commission that, on or be-
fore January 24, 1975, it will be unable
to transport the traffic offered it because
Its cash position makes continued opera-
tion impossible; and that, accordingly,
the LNE has placed its embargo No. 1-75
against all traffic, effective January 7,
1975;

It further appearing, That the Im-
minent cessation of all transportation
services by the LNE constitutes an emer-
gency situation such as that contem-
plated by section 1(16) (b) of the Inter-
state Commerce Act (49 U.S.C. 1(16)),
as amended, by section 601(e) of the Re-
gional Rail Reorganization Act of 1973
(P.L. 93-236); and that section author-
izes the Commission under certain pre-
scribed conditions, to direct a carrier or
carriers by rbAlroad to perform essential
transportation services which another
carrier is no longer able to perform;

It further appearing, That-the legis-
lative history to section 1(16) (b) indi-
cates that its purpose is to assure the
continuance of essential rail service for
a period of sixty days, or in extraor-
dinary circumstances for an extended
period not to exceed 240 days, in the
event that a railroad is required to cease
operation under conditions described in
the Act; and that such authority was in-

tended as an interim emergency meas-
ure and not as a permanent solution;

It further appearing, That In deter-
mining whether the, LNE should be op-
erated pursuant to the authority of sec-
tion 1(16) (b) and in its planning there-
fore, the Commission, consistent with
Congressional intent and the provisions
of the Emergency Rail Services Act of
1970 (45 U.S.C. 661), has coordinated Its
activities with the Department of Trans-
portation and has been in consultation
with representatives of the United States
Railway Association, among others;

It further appearing, That the Com-
mission has determined that based upon
the statute and the directives contained
in the legislative history of section 1(16)
(b) of the Act, the operation of the lines
of the LNE is necessary and such opera-
tion is in the public interest; that the
Commission considered many factors,
including but not limited to: the trans-
portation requirements of the patrons of
the LNE, the economic impact of a dis-
continuance of service, the amount of
originating and terminating traffic on in-
dividual lines, transportation require-
ments of connecting carriers, condition
of track, alternative carriers and trans-
portation modes, and net operating rev-
enues attributable to individual lines;
and that, the Commission should direct
a carrier to operate over the lines of the
LNE;

It further a~,pearing, That the Lehigh
Valley Railroad Company (Robert C.
Haldeman, Trustee) (LV) should be di-
rected to provide the services herein de-
ternined to be essential in the public
interest, which were formerly performed
by the LNE, because, among other things,
the LV's proximity to the lines of the
LNE, the volume of the traffic LNE in-
terchanges with the LV, its familiarity
with the operation of the LNE and its
willingness and ability to perform the
services required for shippers;

It.further appearing, That the per-
formance of the operations directed
herein will not substantially impair the
LV's ability adequately to serve its own
patrons or to meet its outstanding com-
mon carrier obligations; that the per-
formance of the directed operation
should not violate the provisions of the
Federal Railroad Safety Act of 1970 (45
U.S.C. 421);

It further appearing, That in light of
the emergency situation which would re-
sult from a cessation of all transporta.-
tion service by the LNE, public notice
and hearings are impractical and not
required by the procedures set forth in
section 1(15) of the Act; that the public
interest requires the continuation of op-
eration over certain lines of the LNE by
the LV for a period of operation of 1501
days as pro-ided by section 1(16) (b) of
the Act; and that good cause exists for
making this order effective upon the date
served;

It further appearing, That the LV is
presently a railroad in reorganization
under section 77 of the Bankruptcy Act

1 Correction.

(11 U.S.C. 205) subject to the jurisdic-
tion of the United States District Court
for the Eastern District of Pennsylvania:
and that, accordingly, approval df said
court may be necessary for the Imple-
mentation of this order; and

It further appearing, and the Division
so finds, that this decision is not a major
Federal action significantly affecting the
quality of the human environment within
the meaning of the National Environ-
mental Policy Act of 1909;

It further appearing, and the Division
so finds, that cessation of service by the
LNE would have serious economic con-
sequences not only to the patrons of the
LNE- but also to the communities located
within the area; and for good cause ap-
pearing therefore:
§ 1033.1207 Service Order No. 1207.

(a) Lehigh Valley Railroad Company
(Robert C. Haldeman, Trustee) Directed
To Operate Certain Portions of Lehigh
and New England Railway Company.
It iz ordered, That the Lehigh Val-
ley Railroad Company, debtor (Robert
C. Haldeman, Trustee), be, and It is
hereby directed to enter upon the rail-
road properiles presently operated by the
Lehigh and New England Railway Com-
pany, except the Tamaqua branch, ex-
tending between Tamaqua, Pennsylvania,
and Hauto, Pennsylvania, and to operate
such railroad and facilities subject to any
necessary approval of the reorganization
court of the United States District Court
for the Eastern District of Pennsylvania,
for the purpose of handling, routing, and
moving the traffic of the Lehigh and Now
England Railway Company in accord-
ance with the lawful instructions of ship-
pers and consignees and in compliance
with the rules and regulations of the
Commission, and subject to the rates
and charges prescribed In tariffs lawfully
published and filed In accordance with
law and applicable to freight traffio
transported over the lines of the Lehigh
and New England Railway Company;
commence on or before 12:01 a.m., Janu-
that such entry and operations shall
ary 24, 1975, and shall continue for a
period of 150 days, unless such period is
reduced by order of the Commission or
unless further extended by order of the
Commission, for cause shown,, for an
additional designated period; and that a
certified copy of the order of the court
authorizing the Lehigh Valley Railroad
Company, debtor, to perform the directed
service pursuant to the order of the Com-
mission shall be filed with this Commis-
sion, with appropriate reference to this
proceeding;

(b) It is further ordered, That the
Lehigh and New England Railway Com-
pany shall, on the date of service of this
order inform all persons who were given
notice of its embargo No. 1-75, that said
embargo shall no longer be applicable to
service over Its lines;

(c) It is further ordered, That the
Lehigh Valley Railroad Company, debt-
or, shall (1) collect all revenues at-
tributable to the handling, routing, and
movement of freight traffic Including all
agents' and conductors' accounts and all
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payments from other carriers collected orders, the divisions shall be, durinE' We
after the commencement of directed time this order remains in force, those
operations; (2) dlstribute-such revenues -voluntarily agreed upon by and between
in accordance.with divisional agreements said carriers, or upon failure of the car-
presently applicable, collecting and pay- riers to so agree said divisions shall be
ing to theLehigh and New England Rail- those hereafter fixed by the Commission
way Company the divisions of joint rev- In accordance with pertinent authority
enues payable to the Lehigh and New conferred upon It by the Interstate Con-
England Railway Company pursuant to merce Act;
such division agreements which -are (h) It is further ordered, That, in car-
derived from services performed and rying out the operations directed herein,
events occurring prior to January 24, the Lehigh Valley Railroad Company.
1975, and collecting and retaining for the debtor, shall hire employees of the La-
Lehigh Valley Railroad Company, debt- high and New England Railway Corn-
or, on a segregated basis all such divi- pany to the extent such employees had
sions of joint revenues payable to the previously performed the directed serv-
Lehigh and New England Railway Com- ice and shall assume all existing employ-
pany pursuant to such division agree- ment obligations and practices of the Le-
ments which are derived from services high and New England Railway Corn-
performed by the Lehigh Valley Railroad pany relating thereto, including, but not
Company, debtor, in the place and stead limited to, agreements governing rates
of the Lehigh and New England Railway of pay, rules, working conditions, and all
Company and from events occurring on current employee protective conditions,
or after January 24,1975; for the duration of the directed service;

(d) it is further ordered, That all (1) It is further ordered, That the Le-
carriers are hereby directed to pay to the high Valley Railroad Company, debtor,
Lehigh Valley Railroad Company, debtor, and the Lehigh and New England Rail-

-such sums as otherwise would be payable way Company shall, if possible, nego-
to the Lehigh and New England Railway tiate an agreement (hereinafter called
Company including interline freight rev- the agreement) on all aspects of the di-
enues, per diem, and all other interline rected operation subject to their deter-
accounts of- whatsoever kind and nature mination, Including, but not limited to
coming due under normal accounting use of and rental for equipment, use of,
rules and procedures for the settlemint and compensation for, existing Inven-
of interline transactions and accounts tories of fuel, materials, and supplies,
between carriers during the period this and rental for the use of rights-of-way
order is in effect and thereafter coming and other rail facilities; that the Con-

-due for services performed and events mission shall be represented at all such
-occurring during the, period 'of directed discussions; that the agreement shall be

(service*, subject to approval by the Commission
(e) It is further ordered, That the upon such procedure as the Commission

Lehigh Valley Railroad Company, debtor, shall later specify; and that In the eventshall pay to all carriers amountrrecelved the Lehigh Valley Railroad Company,
by- It but due to them for services per- debtor, and the Lehigh and New England
formed by them, for per diem, and for Railway Company fall to agree upon the
events. occurring either prior to the com- terms for such use and compensation,
mencement of operations directed herein the directed service shall continue pend-
or during- the period -this order is in. ing a -Commission determination to
effect.- all in accordance with established establish such terms as It may find to be
procedures for the settlement of interline Just and reasonable;
transactions and accounts "between (j) It is further ordered, That in the
carriers; event the parties achieve agreement, any
t (f) It is further ordered, That the funds to be paid the Lehigh and New

Lehigh Valley Railroad-Company, debtor. England Railway Company thereunder
be, and'it is hereby,-authorized to act on shall be paid into an escrow account
behbal of the Lehigh and New nland until the agreement is given approval
Railway Company in all matters pertain- by the Commission; and that In the
ing to the establishment of rates, routes event the parties are unable to reach
-and divisions applicable to that portion agreement, any monies the Lehigh Val-
of the _NE operated by the IV as defined ley Railroad Company, debtor, holds for
in paragraph (a) herein, including the the account of the Lehigh and Newsng-
publication or amendment of tariffs, land Railway Company to compensate ib
-division sheets, eta; for the use of Its equipment and f&tli-

(g) It-fi further ordered, That in ex- ties and properties, in lieu of a final
ecuting the directions of this Commis- agreement, shall be paid into an escrow
sionias provided for in this order, all car- account until a determination has been
riers- involved in the movement of traffic made by the Commission a to what termg
-to the. lines of the Lehigh and New Eng- are Just and reasonable;
land Railway Company shall proceed (k) It is further ordered, That the
even though insome instances, no con- Lehigh Valley Railroad Company, debtor,
tracts, agreements or arrangements now shall record the revenues earned and the
exist between them with reference to the, costs incurred in and for the perform-
divisions of the rates of transportation
applicable to said traffic; that in the ance of the operations directed herein

- event reroutings are necessary pursuant over the lines of the Lehigh and New
to tile diiectives of this and subsequent England Railway Company, In a manner

1=07

to be prescribed by the Commlssion, that
the information so recorded, and sup-
porting data where specifically required,
shall be submitted by the Lehigh Valley.
Railroad Company, debtor, to the Com-
mission for audit and evaluation hme-
diately upon completion of the directed
operation, or at such intervals, during
the period of the directed operation, as
the Commission may request; and that.
if, for the period during which this order
shall be effective, the cost to the Lehigh
Valley Railroad Company, debtor, of
handling, routing, and moving-the traffic
over the lines of the Lehigh and New
England Railway Company shall exceed
the direct revenues therefor, Payment
shall be made to the Lehigh Valley Rail-
road Company, debtor, in the manner
provided by section 1(16) (b) of the Act;

(1) It is further -ordered, That the
Commission shall retain Jurisdiction to
modify, supplement or reconsider this-
order at any time and for such purposes
as It may consider necessary consistent
with the legislative intent and the ex-
press provision of section 1(16) (b) of the
Interstate Commerce Act, as amended;

(m) It is further ordered, That this
order shAll be served upon the United
States Department of Transportation,
the United States Railway Association,
the Ral Planning Services Office of the
Interstate Commerce Commission, the
governor of the State of Pennsylvania,
Pennsylvania Public Utilities Commis-
sion, the Association of American Rail-
roads, Car Service Division, as agent of
all railroads subscribing to the car serv-
Ice and car hire agreement under the
terms of that agreement, and upon the
American Short Line Railroad Assocla-
tion; and that notice of this order be
given to the general public by, depositing
a copy in the Ofice of the Secretary of
the Commission at Washington, D.C., and-
by filing It with the Director, Office of
the Federal Register.

(n) It is further ordered, That this
order shall be effective upon the date of
service; that the operations which the.
Lehigh Valley Railroad Company, debtor,
is herein directed to perform shall com-
mence on or before 12:01 a.m., January
24, 1975; and that such operations shall
cease 150 days from the date the directed
service shall be instituted by the Lehigh
Valley Railroad Company, debtor, at
11:59 pa., unless otherwise extended,
modified, changed, or suspended by sub-
sequent order of the Commlssion.
(Se. 1, 12, 15, and 17(2). 21 Stat. 379, a83.
384. - amended (49 U.SC. 1, 12, , and
17(2)). Interprets or applies secs. 1(10-17).
15(4). and 17(2). 40 Stat. 101, as amended,
4 Stat. 911; (49 U.SC. 1(10-17), 15(4), and

17(2)).)
By the Commission, Division 3.
EsrAL3 Rom2T Is- OswAn,

Secretar.
[PR Doc.75-8=27 Pled 3-26-75;8:45 am]
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[Corrected Revised SO No. 1208]

PART 1033-CAR SERVICE
Reading Company, Andrew L Lewis, Jr.,

and Joseph L. Castle, Trustees, Directed
To Operate Certain Portions of Lehigh
and New England Railway Company

At a session of the Interstate Com-
merce Commission, Division 3, held at its
office in Washington, D.C., on the 17th
day of March, 1975.

It appearing, That the Lehigh and New
England Railway Company (LNE) has
notified the Commission that, on or be-
fore January 24, 1975, it will be unable to
transport the traffic offered it because its
cash position makes continued operation
impossible; and that, accordingly, the
LNE has' placed its embargo No. 1-75
against all traffic, effective January 7,
1975;

It further appearing, That the Immi-
nent cessation of all transportation serv-
Ices by the LNE constitutes an emergen-
cy situation such as that .contemplated
by section 1(16)(b) of the Interstate
Commerce Act (49 U.S.C. 1(16)), as
amended, by section 601(e) of the Re-
gional Rail Reorganization Act of 1973
(P.L. 93-236); and that section au-
thorizes the Commission under certain-
prescribed conditions, to direct a carrier
or carriers by railroad to perform essen-
tial transportation services which an-
other carrier is no longer able to per-
form;

It further appearing, That the legisla-
tive history to section 1(16) (b) indicates
that its purpose is to assure the con-
tinuance of essential rail service for a
period of~sixty days, or in extraordinary
circumstances for an extended period
not tO exceed 240 days, in the event that
a railroad is required to cease operation
under conditions described in the Act;
and that such authority was intended as
an interim emergency measure and not
as a permanent solution;

It further appearing, That in deter-
mining whether the LNE should be op-
erated pursuant to the authority of
section 1(16) (b)" and in its planning
therefore, the Commission, consistent
with Congressional intent and the pro-
visions of the Emergency Rail Services
Act of 1970 (45 U.S.C. 661), has coordi-
nated its activities with the Department
of Transportation and has been in con-
sultation with representatives of the
United States Railway Association,
among others;

It further appearing, That the Com-
mission has determined that based upon
the statute and the directives contained
in the legislative history of section 1(16)
(b) of the Act, the operation of the lines
of the LNE is necessa,, and such opera-
tion is in the public interest; that the
Commission considered many factors, in-
cluding but not limited to: the trans-
portation requirements of the patrons of
the LNE, the economic impact of a dis-
continuance of service, the amount of
originating and terminating traffic on
individual lines, transportation require-
ments of connecting carriers, condition
of track, alternative carriers and trans-
portation modes, and net operating rev-

RULES AND REGULATIONS

enu~s attributable to individual lines;
and that, the Commission should direct a
carrier to operate over the lines of the
LNE;

It further appearing, That the Reading
Company, Andrew L. Lewis, Jr., and
Joseph L. Castle, Trustees (Rdg) should
be directed to provide the services herein
determined to be essential in the public
interest, which were formerly performed
by the LNE, because, among other things,
the Rdg's proximity to the lines of the
LNE, the volume of the traffic LNE inter-
changes with the Rdg, its familiarity
with the operation of the LNE and its
willingness and ability to perform the
services required for shippers;

It further appearing, That the per-
formance of the operations directed
herein will not substantially impair the
Rdg's ability adequately to serve its own
patrons or to meet its outstanding com-
mon carrier obligations; that the per-
formance of the directed operation
should not violate the provisions of the
Federal Railroad Safety Act of 1970 (45
U.S.C. 421);

It further appearing, That in light of
the emergency situation which would re-
sult from a cessation of all transporta-
tion service by the LNE, public notice
and heartngs'are impractical and not re-
quired by the procedures set forth in
section 1(15) of the Act; that the public
interest requires the continuation of
operation over certbAn lines of the LNE
by the Rdg for a period of operation of
1501 days as provided by section 1(16) (b)
of the Act; and that good cause exists
for making this order effective upon the
date served;

It further appearing, That the Rdg is
presently a railroad in reorganization
under section 77 of the Bankruptcy Act
(11 U.S.C. 205) subject to the jurisdic-
tion of the United States District Court
for the Eastern District of Pennsylvania;
and that, accordingly, approval of said
court may be necessary for the imple-
mentation of this order; and

It further appearing, and the Division
so finds, that this decision is not a major
Federal action significantly affecting the
quality of the human environment within
the meaning of the National Environ-
mexital Policy Act of 1969;

It further appearing, and the Division
so finds, that cessation of service by the
LNE would have serious economic con-
sequences not only to the patrons of the
LNE but also to the communities located
within the area; and for good cause ap-
pearing therefore:
§ 1033.1208 Reading Company, Andrew

L. Lewis, Jr., and Joseph L. Castle,
Trustees, Directed -To Operate Cer-
tain Portions of Lehigh and New Eng-
land Railway Company.

(a) It is ordered, That the Reading
Company, Andrew L. -Lewis, Jr., and
Joseph -L. Castle, Trustees (Rdg), be,
and it-is hereby directed to enter upon
that portion of the Tamaqua branch of
the Lehigh and New England Railway
(LNE) extending between milepost 2.20

2 Correction.

west of Hauto, Pennsylvania, and a con-
nection with the Reading Company at
milepost 6.55 in the vicinity of Tamaqua,
Pennsylvania, and to operate such rail-
road and facilities subject to any neces-
sary approval of the reorganization court
of the United States District Court for
the Eastern District of Pennsylvania, for
the purpose of handling, routing, and
moving the traffic of the Lehigh and New
England Railway Company in accord-
ance with the lawful instructions of ship-
pers and consignees and In compliance
with the rules and regulations of the
Commission, and subject to the rates
and charges prescribed in tariffs lawfully
published and filed In accordance with
law and applicable to freight traffic
transported over the lines of the Lehigh
and New England Railway Company;
that such entry and operations shall
commence on or before 12:01 a.m., Jan-
uary 24, 1975, and shall continue for a
period of 150 days, unless such period Is
reduced by order of the Commission or
unless further extended by order of the
Commission, for cause shown, for an ad-
ditional designated period; and that a
certified copk of the order of the court
authorizing the Reading Company to
perform the directed service pursuant to
the order of the Commission shall be
filed with this Commission, with appro-
priate reference to this proceeding;

(b) It is further ordered, That the Le-
high and New England Railway Company
shall, on the date of service of this order
inform all persons who were given notice
of its embargo No. 1-75, that said em-
bargo shall no longer be applicable to
service over its lines;

(c) It is ftlrther ordered, That the
Reading Company shall (1) collect all
revenues attributable to the handling,
routing, and movement of freight traffio
including all agents' and conductors' ac-
counts and all payments from other car-
riers collected after the commencement
of directed operations; (2) distribute
such revenues in accordance with divi-
sional agreements presently applicable,
collecting and paying to the Lehigh ano
New England Railway Company the di-
visions of Joint revenues payable to the
Lehigh and New England Railway Com-
pany pursuant to such division agree-
ments which are derived from services
performed and events occurring prior to
January 24, 1975, and collecting and re-
taining for the Readling Company on a
segregated basis all such divisions of
joint revenues payable to the Lehigh and
New England Railway Company pursu-
ant to such division agreements which
are derived from services performed by
the Reading Company in the place and
stead of the Lehigh and New England
Railway Company and from events oc-
curring on or after January 24, 1975;

(d) It is further ordered, That all car-
riers are hereby directed to pay to the
Reading Company, such sums as other-
wise would be payable to the Lehigh and
New England Railway Company Includ-
ing interline freight revenues, per diem,
and all other interline accounts of what-
soever kind and nature coming due under
normal accounting rules and procedures
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for the settlement of interline transac-
tions and accounts between carriers dur-
ing the period this order is. in effect and

- theieafter coming due for services per-
formed'and-events occurring during the
periodof directedservice;_

(e)-lt-is further. ordered, That the
Reading Company shall pay to all car-
riers amouiits received by it but due to
them for services performed by them, for
per diemand for events occurring either
prior to the commencement of operations
directed herein or during the period this
order is in effect, all in accordance with
established procedures for the settlement
of 'interline transactions and accounts
between carriers;"

(f) It is further ordered, That the
Reading Company be, and it is hereby,
authorized to act on behalf of the Lehigh
and New England Railway Company in
all matters pertaining to the establish-
ment of rates, routes and divisions ap-
plicable to that portion of- the LNE op-
eratedo by the Rdg as defined in para-
graph (a) herein, including the publica-
tion or amendment of tariffs, division
sheets, etc.;

.(g) It is further ordered, That in
executing'the directions of this Commis-
sion as provided for in this order, all
carriers involved in the movement of
traffic to the lines of the Lehigh and New
England Railway Company shall proceed
even though in some instances, no con-
tracts, agreements or arrangements now
exist between them with rd1erence to the
divisions of the rates of transportation
applicable to said traffic; that in the
event reroutings are necessary pursuant
to the directives-of this arid subsequent
orders, the divisions shall be, during the
time this order remains In force, those
voluntarily agreed upon by and between
said carriers, or upon failure of the car-
riers to so agree said divisions shall be
those hereafter fixed by the Commission
in accordance with pertinent authority,
conferred upon it by the Interstate Com-
merce Act; -

(h) It is further ordered, That, in
carrying out the operations directed
herein, the Reading Company shall hire
employees of the Lehigh and New Eng-
land Railway Company to the extent
such employees had previously performed
the directed service and shall assume all
existing employment obligations and
practices of the Lehigh and New England
Railway Company relating thereto, In-
eluding, but -not limited to, agreements
governing -rates of pay,- rules, working
conditions, and all current employee pro-
tective conditions, for the duration of
the directed service;

(I) It is further ordered, That the
Reading .Company and the Lehigh and
New England Railway Company shall,
if possible, negotiate an agreement
(hereinafter called the agreement) on all
aspects of the directed operation subject
to their determination, including, but
not limited to use of and rental for
equipment, use of, and compensation for,
existing inventories of fuel, materials,-
and supplies, and rental for the use of
rights-of-way and other rail facilities;

that the Commission shall be represented
at all such discussions; that the agree-
ment shall be subject to approval by the
Commission upon such procedure as the
Commission shall later specify; and that
in the event the Reading Company and
the Lehigh and New England Railway
Company fail to agree upon the terms for
such use and compensation, the directed
service shall continue pending a Commis-
sion determination to establish such
terms as It may find to be Just and
reasonible;

(j) It is further ordered, That in
the event the partiesachieve agreement,
any funds to be paid the Lehigh and
New 4ngland Railway Company there-
under shall be paid into an escrow ac-
count until the agreement is given ap-
proval by the Commission; and that In
the event the parties are unable to reach
agreement, any monies the Reading
Company holds for the account of .the
Lehigh and New Eagland Railway Com-
pany to compensate it for the use of Its
equipment and facilities and properties,
in lieu of a final agreement, shall be
paid into an escrow account until a de-
termination has been made by the Com-
mission as to what terms are, Just and
reasonable;

(k) It is further ordered, That the
Reading Company shall record the rev-
enues earned and the costs incurred In
and for the performance of the opera-
tions directed herein over the lines of
the- Lehigh and New England Railway
Company, In a manner to be Prescribed
by the Commission, that the information
so recorded, and supporting data where
specifically required, shall be submitted
by the Reading Company to the Com-
mission for audit and evaluation Immedi-
ately upon completion of the directed op-
eration, or at such intervals, during the
period of the directed operation, as the
Commission may request; and that, if,
for the period during which this order
shall be effective, the cost to the Read-
ing Company of handling, routing, and
moving the traffic over the lines of the
Lehigh and New England Railway Com-
pany shall exceed the direct revenues
therefor, payment shall be made to the
Reading in the manner provided by sec-
tion 1(16) (b) of the Act:

a) It s further ordered, That the
CommissIon shall retain Jurisdiction to
modify, supplement or reconsider this
order at any time and for such purposes
as It may consider necessary consistent
with the legislative intent and the ex-
preds provision of section 1(16) (b) of the
Interstate Commerce Act, as amended;

(m) It is further ordered, That this
order shall be served upon the United
States Department of Transportation,
the United States Railway Association,
the Rail Planning Services Office of the
Interstate Commerce Commission, the
governor of the State of Pennsylvania,
Pennsylvania Public Utilities Commis-
sion, the Association of American Rail-
roads, Car Service Division, as agent of
all railroads subscribing to the car service
and car hire agreement under the terms
of that agreement, and upon the Amerl-
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can Short Line Railroad Assoc ition; and
that notice of this order be given to the
general public by depositing a copy in the
Office of the Secretary of the Commission
at Washington, D.C., and by filing it with
the Director, Office' of the Federal
Register.
(n) It fs further ordered, That this

order shall be effective upon the date of
service; that the operations which the
Reading Company Is herein directed to
perforn shall commence on or before
12:01 am., January 24, 1975; and that
such operations shall cease 150 days from.
the date the directed service shall be in-
stituted by the Reading Company at
11:59 p.m., unless otherwise extended,
modified, changed, or suspended by sub-
sequent order of.the Commission.
(See 1. 12, 15. and 17(2), 24 Stat. 379, 283,
384, as amended (49 U.S.C. 1, 12, 15, and 17
(2)). Interprets or applies sees. 1(10-17).
15(4), and 17(2), 40 Stat. 101. as amended.
54 Stat'911; (49 US.C. 1(10-17), 15(4), and
17(2)).)

By the Commission, Division 3.
rS-c.,] ROBERT I. OSWALv,

Secretar'y.
IFM Doc.75-8028 Filed 3-26-75;8:45 am]

Title 7-Agriculture
CHAPTER IX-AGRICULTURAL MARKET-

ING SERVICE (MARKETING AGREE-
MENTS AND ORDERS; FRUITS, VEGE-
TABLES, NUTS), DEPARTMENT OF
AGRICULTURE

[Navel Orange Reg. 3451
PART 907--NAVEL ORANGES-GROWN IN

ARIZONA AND DESIGNATED PART OF
CALIFORNIA

Limitation of Handling
This regulation fixes the quantity of

California-ArIzona Navel oranges that
may be shipped to fresh market during
the weekly regulation period Mar. 28-
Apr. 3, 1975. It is issued pursuant to the
Agricultural Marketing Agreement Act of
1937, as amended, and Marketing Order
No. 907. The quantity of Navel oranges
so fixed was arrived at after considera-
tion of the total available supply of Navel
oranges, the quantity currently available
for market, the fresh market demand
for Navel oranges, Navel orange prices,
and the relationship of season average
returns to the parity price for Navel
oranges.
§ 907.645 NavelOrangeRegulation345.
(a) Findings. (1) Pursuant to the

marketing agreement, is amended, and
Order No. 907, as amended (7 CFR Part
907), regulating the handling of Navel
oranges grown In Arizona and designated
part of California, effective under the
applicable provisions of the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674), and upon
the basis- of the recommendations and
information submitted by the Navel
Orange Administrative Committee. es-
tablished under the said amended mar-
keting agreement and order, and upon
other available information, it is hereby
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found that the limitation of handling of
such Navel oranges, as hereinater pro-
vided, will -tend to effectuate he de-
clared policy of the act.

(2), The need for this regulation to
limit the respective quantities of Navel
oranges that may be marketed from Dis-
trIct 1, District 2, and District 3 during
the ensuing" week stems from the pro-
duction and marketing situation con-
fronting the Navel orange industry.

(i) The committee has submitted its
recommendation with respect to the
quantities of Navel oranges that should
be marketed during the next succeeding
week. Such recommendation, designed to
provide equity of marketing opportunity
to handlers in all districts, resulted from
consideration of the factors enumerated
in the order. The committee further re-
ports that the fresh market demand for
Navel oranges continued to exhibit
strength over the past week. Prices f.o.b.
averaged $3.57 per carton on a reported
sales volume of 1,581 carlots last week,
compared with an average f.o.b. price of
$3.56 per carton and sales of 1,229 carlots
a week earlier. Track and rolling supplies
at 554 cars were down 63 cars from
last week.

(ii) Having. considered the recom-
mendation and information -submitted
by the committee, and other available
information, the Secretary finds that the
respective quantities of Navel dranges
which may be handled should be fixed
as hereinafter set forth.

(3) It is hereby further found that it
is impracticable and contrary to the
public Interest to give preliminary notice,
engage in public rulemaking procedure,
and postpone the effective date of this
regulation until 30 days after publica-
tion hereof in the FEDERAL REGISTER (5
U.S.C. 553) because the time intervening
between the date when information upon
which this regulation is based became
available and the time this regulation
must become effective in order to effec-
tuate the -declared policy of the act is
Insufficient, and a reasonable time is per-
mitted, under the circumstances, for
preparation for such effective time; and
good cause exists for-making the pro-
visions hereof effective as hereinafter set
forth. The committee held an open meet-
ing during the current week, after giving
due notice thereof, to consider supply
and market conditions for Navel oranges
and the need for regulation; interested
persons were afforded an opportunity to
submit information and views at this
meeting; the recommendation and sup-
porting information for regulation, in-
cluding its effective time, are identical
with the aforesaid recommendation of
the committee, and information concern-
ing such provisions and effective time
has been disseminated among handlers of
such Navel oranges; it is necessary, in
order to effectuate the declared policy
of the act, to make thiszegulation effec-
tive during the period herein specified;
and compliance with this regulation will
not require any special preparation on
the part of persons subject hereto which
cannot be completed on or before the
effective date hereof. Such committee
meeting was held -on March 25, 1975.

(b) Order. (1) The respective quanti-
ties of Navel oranges grown in Arizona
and designated part of California which
may be handled during the period
March 28, 1975, through April 3, 1975 are
hereby fied as follows:

(I) District 1: 1,275,000 cartons;
(ii) District 2: 225,000 cartons;
(lii) District 3: Unlimited movement."
(2) As usedin this section, "handled,"

"District 1," "District 2," "District 3,"
and "carton" have the same meaning as
when used in said amended marketing
agreement and order.
(Sees. 1-19,48 Stat. 31, as amended; (7 U.S.C.
601-674))

Dated: March 26,1975.
, FLOyD F. HEDLUND,

Director, Fruit and Vegetable
Division, Agricultural Market-
ing Service.

[F7 Doc.75-8184 3-26-75; 12:43 am]

[Valencia Orange Reg. 490]

PART 908--VALENCIA ORANGES GROWN
IN ARIZONA AND DESIGNATED PART OF
CALIFORNIA

Limitation of Handling
This regulation fixes the quantity of

California-Arizona Valencia oranges
that may be shipped to fresh market
during the weekly regulation period
Mar. 28-Apr. 3, 1975. It is issued pur-
suant to the Agricultural Marketing
Agreement Act of 1937, as amended, and
Marketing Order No. 908. The quantity
of Valencia oranges so fixed was arrived
at after consideration of the total avail-
able supply of Valencia oranges, the
quantity of Valencia oranges currently
available' for market, the fresh market
demand for Valencia oranges, Valencia
orange prices, and the relationship of
season average returns to the parity
price for Valencia oranges.

§ 908.790 Valencia Orange Regulation
490.

(a) Findings. (1) Pursuant to the
marketing agreement, as amended, and
Order No. 908, as amended (7 CFR Part
908), regulating the handling of Va-
lencia oranges grown in Arizona and des-
ignated part of California, effective un-
der the applicable provisions of the
Agricultural Marketing Agreement Act
of 1937, as amended (7 U.S.C. 601-674),
and upon the basis of the reconnenda-
tions and information submitted by the
Valencia Orange Administrative" Com-
mittee, egtablished, under the said
amended marketing agreement andor-
der, and upon other available informa-
tion, it Is hereby found that the limita-
tion of handling of such Valencia
oranges, as hereinafter provided, will
tend to effectuate the declared policy of
the act.

(2) The need for this regulation to
limit the respective quantities of Valen-
cia oranges that may be marketed from
District 1, District 2, and District 3 dur-
ing the ensuing week stems from the
production and marketing situation con-
fronting the Valencia orange industry.

1 (i) The committee has submitted Its
recommendation with respect to the
quantities of Valencia oranges that
should be marketed during the next suc-
ceeding week. Such recommendation,
designed to provide equity of marketing
opportunity to handlers in all distriots,
resulted from consideration of the fac-
tors enumerated in the order, The com-
mittee further reports that the fresh
market demand for Valencia oranges
continues to be very slow. Prices f.o.b.
averaged $3.17 per carton on a reported
sales volume of 71 carlots last week,
compared with an average f.o.b. price of
$3.04 per carton and sales of 29 carlots
a week earlier. Track and rolling sup-
plies at 49 cars were down 3 cars from
last week.

(Ii) Having considered the recom-
-'mendation and information submitted

by the committee, and other available
information, the Secretary finds that the
respective quantities of Valencla oranges
which may be handled should be fixed
as hereinafter set forth.

(3) It is hereby further found that ib
Is impracticable and contrary to the pub-
lic interest to give preliminary notice,
engage in public rule-making procedure,
and postpone the effective date of this
regulation until 30 days after publica-
tion hereof in the FEDEPAL REcISTER (5
U.S.C. 553) because the time Intervening
between the date when information upon
which this regulation Is based became
available and the time when this regu-
lation must become effective In order to
effectuate the declared policy of the act
is insufficient, and a reasonable time is
permitted, under the circumstances, for
preparation for such effective time; and
good cause exists for making the pro-
visions hereof effective as hereinafter set
forth. The committee held an open meet-
ing during the current week, after giving
due notice thereof, to consider supply
and market conditions for Valencia
oranges and the need for regulation; in-
terested persons were afforded an oppor-
tunity to submit information and views
at this meeting; the recommendation
and supporting Information for regula-
tion during the period specified herein
were promptly submitted to the Depart-
ment- after such meeting was held; the
provisions of this regulation, including
its effective time, are Identical with the
aforesaid recommendation of the com-
mittee, and information concerning such
provisions and effective time has been
disseminated among handlers of such
Valencia oranges; It is necessary, In
order to effectuate the declared policy of
the act, to make this regulation effective
during the period herein specified; and
compliance with this regulation will not
require any special preparation on the
part of persons subject hereto which
cannot be completed on or before the of-
fective date hereof. Such committee
meeting was held on March 25, 1975.

(b) Order. (1) The respective quan-
tities of Valencia oranges grbwn In Ari-
zona and designated part of California
which may be handled during the period
March 28, 1975, through April 3, 1975,
are hereby fixed as follows:

FEDERAL REGISTER, VOL 40, NO. 60-THURSDAY, tIARCH 27, 1975

13510



RULES AND REGULATIONS

(i) District 1 Unlimited;
(ii) District 2: Unlimited;
(iii) District 3: 125,000-cartons.

- (2). As used In this section, '1handled!',
"tstrict 1", "District 2", "District 3",
and "carton" have the same meaning as
when used in said amended marketing
agreement and order.

(Soc& 1-19, 48 Stat. 31, s amended; (7 U..
601-674))

Dated: March 25, 197.
LOYD P. HEDLUBD.

Director, Fruit and Vegetable
Divisi, Agricultural, Mar-
keting Service.

lPRDoc.75-8183 Piled 3-20-;12:43 am]
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proposed rules
This section of the FEDERAL REGISTER contains notices to the public of the proposed Issuance of rules and regulations. The purposo of

these notices is to give Interested persons an opportunity to participate in the rule making prior to the adoption of the final rules.
'i/

DEPARTMENT OF AGRICULTURE
Agricultural Marketing Service

[ 7 CFR Part 917 ]
FRESH PEARS, PLUMS, AND PEACHES

GROWN IN CALIFORNIA
Proposed Rulemaking

This notice invites written comments
relative to amending the container
marking requirements of Plum Regula-
tion 5 (§ 917.419; 35 FR 7064). Said reg-
ulation currently specifies, among other
things, that the size of the plums packed
in the various containers shall be fhark-
ed in accordance with (1) the arrange-
ment of the plums in the style of con-
tainer involved, such as "4x4" and "4x5"
in four-basket crates and "6 row" and "8
row" in cartons or lug boxes, or (2) the
number of plums in each container, I.e.,
the count, unless marked with the equiv-
alent size designation for such plums
In four-basket crates.

The Plum Commodity Committee es-
tablished pursuant to the marketing
agreement, as amended, and Order No.
917, as amended (7 CFR Part 917), has
proposed certain changes in the language
of the regulation which would (1) cause
It to conform to certain requirements of
the Fair Packaging and Labeling Act
(15 U.S.C. 1451 et seq.) applicable to the
disclosure of the size of the contents of
containers by appropriate labeling of the
containers and (2) add a requirement
to the regulation which would cause the
net weight of certain containers to be
marked thereon. With regard to the first
change, the word "size" would be added
to the current size designations. For ex-
ample, designations such as "4x5," "6
row," and others, would be qhanged to
"4x5 size," "6 row size," and other cor-
responding terms. Thus any connotation
of size which derives from the arrange-
ment of the plums, in a particular con-
tainer, would be specified directly as a
size by including the word "size." Plums
whose size is indicated by the number of
them in the container, such as 88 or
162, would be in containers marked as
"88 size" or "162 size" and guch numbers
would denote the minimum number of
plums in the filled container. With re-
gard to the second change, certain con-
tainers of loose-fill, loose-pack, or tight-
fill plums (not packed in rows) would
be marked to show the 28-pound mini-
mum net weight thereof. The specifica-
tion of a 28-pound net weight for such
containers would forestall confusion in
the industry by assuring a uniform net
weight for those containers. Such con-
tainer marking also would comply with
other applicable labeling laws..

Accordingly, notice is hereby given that
the Department is considering proposed
amendment, as hereinafter set forth, of
Plum Regulation 5 currently in effect
pursuant to said marketing agreement
and order which regulate the handing of
fresh pears, plums, and peaches grown in
California. This is a regulatory program
effective under the Agricultural Market-
ing Agreement Act of 1937, as amended
(7 U.S.C. 601-674).

The amendment would add a new para-
graph (a) (5) to § 917.419 and revise par-
agraph (a) (4) thereof to read as set
forth below:
§ 917;419 Plum Regulation 5.

(a) * * *

(4) Each package or container of
plums shall bear on one outside end, in
plain sight and in plain letters, the size
description of the contents which de-
scription shall conform to the following,
as applicable:

(i) The size of plums in four-basket
crates shall be indicated in accordanc6
with the arrangement of the plums in
the top layer of the baskets, such as "4x4
size," "4x5 size," etc.

(ii) The size of the plums in face and
fill packs in cartons or lug boxes shall
be indicated in accordance with the num-
ber of rows in the face, such as "6 row
size," "8 row size," etc.

(iii) The size of plums packed or filled
in other packages or containers shall be
indicated as the number of plums in the
package or container, such as "88 size,"
"178 sise," etc., or.by the equivalent size
designation for such plums when packed
in four-basket crates.

(5) Each package o; container of
loose-fill, loose-pack, or tight-fill plums
(not packed in rows) shall bear on one
outside end, in plain sight and in plain
letters, the words "28 pounds net weight."

All persons who desire to submit writ-
ten data, views, or arguments for con-
sideration In connection with the pro-
posed amendment shall file the same, in
quadruplicate, with the Hearing Clerk,
United States Department of Agriculture,
Room 112, Administration Building,
Washington, D.C. 20250, not later than
April 17, 1975. All written submissions
made pursuant to this notice will be made
available for public Inspection at the
office of the Hearing Clerk during regular
business hours (7 CFR 1.27(b)).

Dated: March 21, 1975.
CHARLES R. BuRmER.

Acting Director, Fruit and Vege-
table Division, Agricultural
Marketing Service.

[FR Doc.75-7958 lFned 3-26-75;8:45 am]

[7CFRPart908]
HANDLING OF VALENCIA ORANGES

GROWN IN ARIZONA AND DESIG.
NATED PART OF CALIFORNIA

Proposed Rulemaking With Respect to Size
Regulation for Valencia Oranges

This proposal would extend through
January 15,1976, the current size require-
ment for Valencia oranges grown in Dis-
trict 3 of the California-Arizona produc-
tion area. Shipments of such Valencia
oranges are currently regulated through
April 27, 1975, pursuant to Valencia
Orange Regulation 487. The proposed ex-
tension of the period of Valencia Orange
Regulation 487 is designed to continue In
effect the current minimum diameter re-
quirement of 2.20 Inches for such fruit
consistent with the objective of the act of
promoting orderly marketing and pro-
tecting the interdst of consumers.

Notice is hereby given that the Depart-
ment is considering a proposed amend-
ment of the size regulation for Valencitt
oranges grown in District 3, pursuant to
the applicable provisions of the market-
ing agreement, as amended, and Order
No. 908, as amended (7 CFR Part 9008)
regulating the handling of Valencia
oranges grown in Arizona and designated
part of California. This regulatory pro-
gram is effective under the Agricultural
Marketing Agreement Act of 1937, as
amended (7 U.S.C. 601-674). The pro-
posed amendment was recommended by
the Valencia Orange Administrative
Committee, established under said
amended marketing agreement and order
as the agency to administer the terms and
provisions thereof.

The proposed regulation is designed to
permit shipment during the period
April 28, 1975, through January 15, 1976,
of ample supplies of Valencia oranges of
the more desirable sizes in the Interest of
both growers and consumers. The pro-
posal is designed to maintain orderly
marketing conditions, provide consumer
satisfaction, and guard against the ship-
ment of undesirable sizes of Valencia
oranges, which tend to weaken the mar-
ket for such fruit. The proposed exten-
sion of the effective Period of Valencia
Orange Regulation 487 Is consistent with
the size composition and estimated crop
of Valencia oranges in District 3.

The proposal is as follows:
Amend paragraph (a) of Valencia

Orange Regulation 487 (40 FR 8772) to
read as follows:
§ 908.787 Valencia Orange Regulation

487.
* * $

Order. (a) During the period April 20,
1975, through January 15, 1976, no han-
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dier shall handle any Valencia oranges
grown in District 3 'which are of a size
smaller than 2.20 inches in diameter,
which shall be the largest measurement
at a right angle to a straight line running
from the stem to thd blossom end of the
fruit: Provided, That not to exceed 5 per-
cent, by count, of the Valencia oranges
contained in any type of container may
measure smaller than 2.20 inches in
diameter. --

-All persons who desire to submit writ-
ten data, views, or arguments for con-
sideration in connection with the pro-
posed amendment shall file same, in
quadruplicate, with the Hearing Clerk,
United States Department of Agriculture,
Room 112, Administration Building,
Washington, D.C. 20250, not later than
April 14, 1975. All written submissions
made pursuant to this notice will be made
available for public inspection at the
office of the Hearing Clerk during regular
business hours (7 CFR 1.27(b)).

Dated: March 21,1975.
CHARLEs R. BRA"ER,

Acting Director, Fruit and
Vegetable Division, Agricul-
tural Marketing Service.

[FR Doc.75-7959 Piled 3-26--75;8:45 am]

[7 CFR Part 1251
[Docket No. ERPA-1]

EGG RESEARCH AND PROMOTION
.Hearing on Proposed Order

Notice is hereby given of a public hear-
ing on a proposed national research and
promotion order for eggs. The hearing
will be held at each of the five locations
beginning on the dates listed below:
L May 6, 1975-Atlanta, GA 30309, Town-

house Motor Inn, 100-10th Street, N.W.
2;May 12, 1975-Philadelphia, PA 19106,

Room 3306-3310, William J. Green, Jr. Fed-
eral Building, 600 Arch Street

3. May 18, 1975-Des Moines, IA 50309,
Ramada Inn, 929 3rd Street

4. May 19,-1975-Dillas, TZ 75235, Execu-
tive Inn, -3232 West Mockingbird Lane

5. May 22, 1975--South San Francisco, CA
94080, Holiday Inn, -245 South Airport Blvd.

- Each day's session of the hearing will
commenceat 9:30 am., local time, un-
less the judge otherwise specifies during
the course of -the hearing. The hearing
is called pursuant to the Egg Research
and Consumer Information Act (88 Stat.
1171-1179, (7 U.S.C. 2701 et seq.)), and
in accordance with the applicable rules
of practice and procedure governing pro-
ceedings to formulate an order (7 CFR
Part 1250).

The public hearing is for the purpose
of: (a) receiving evidence, with respect
to the economic and marketing condi-
tions which relate to the proposed order,
hereinafter'set forth, and to any appro-
p iate modifications thereof; (b) deter-
mining the extent of need for an order to
implement a nationwide coordinated egg
research and promotion program; and
(c) determining whether provisions
specified in the proposed order or some

other provisions appropriate to the terms
of the Egg Research and Consumer In-
formation Act (88 Stat. "1171-1179 (7
U.S.C. 2701 et seqJ ) will tend to effectu-
ate the declared policy of the Act.

The proposed order, set forth below,
has not received the approval of the
Secretary of Agriculture.

The proposed order was submitted to
the Secretary of Agriculture, with a re-
quest for a public hearing thereon, by:

Alabama Poultry and Eg Amsoclation
American Egg Board
Georgia Pdultry Federation
Georgia Egg Association
Indiana State Poultry Association
Xentucky Poultry Federation
Midwest Poultry Federation
Minnesota Poultry and Hatchery Assocla-

tion
Northeastern Poultry Producers Council
Ohio Egg Marketing Association
Ohio Poultry Association
Pacific Egg and Poultry Aesoclation
Poultry and Egg Institute of America
South Carolina Egg Board
Southeastern Poultry and Egg Associatlon
Tennessee Egg and Poultry Association
Texas Poultry Federation and Affiliate3
United Egg Producers
Virginia Egg Council

The provisions of the proposed Egg
Research and Promotion Order are:

PART 1251-EGG RESEARCH AND
PROMOTION ORDER

Sec.
1251.301
1251.302
1251.303
1251.304
1251.305-
1251.306
1251.307
1251.308
1251.309
1251.310
1251.311
1251.312
1251.313
1251.314
1251.315

1251.316
1251.317
1251.318
1251.319
1251.320
1251.321
1251.322
1251.323
1251.32t
1251.325
1251.326

DEFINITONS

Secretary.
Act.
Fiscal period.
Egg Board.
Egg producer.
Commercial eggs or eggs.
Person.
United States.
Handler.
Promotion.
Research.
Marketing.
Eligible organization.
Plans and projects.
Part and subpart.

I Eco BoARD
Establishment and membership.
Term of office.
Nominations.
Selection.
Acceptance.
Vacancies.
Alternative members.
Procedure.
Compensation and reimbursement.
Powers of the Board.
Duties.

RESEARCH, EDUCATION, AND POMOT10T
1251.327 Research, education, and promo-

tion.

ExpE;sEs AurD AssEss=;Ts
Sec.
1251.328 Expenses.
1251.329 Assessments.
1251.330 Collecting handlers and collection.
1251.331 Producer refunds.
1251.332 Influencing governmental action.

REPoRTs, Booxs, AzD REcoRDs
1251.333 Reports.
1251.334 Books and records.
1251.335 Confidential treatment,

13513

CEtIPCAToN oF ORGAmzMNs
1251.8 Certiflcatlon of organizations.

Mrscr Amous

1251.337
1251=
1251.339

1251m30
1251.341

Suspension and termination.
Proceedings after termination.
Effect of termination or amend-

ment.
Personal liability.
Separability-

Dz 0nnroxs
§ 1251.301 Secretary.

"Secretary" means the Secretary of.
Agriculture or any other officer or em-
ployee of the Department of Agriculture
to whom there has heretofore been dele-
gated, or to whom there may hereafter
be delegated, the authority to act in his
stead.
§ 1251.302 Act.

"Act" means the Egg Research and
Consumer Information Act (Pub. L. 93-
428).
§ 1251.303 Fiscal period.

'"Fscal period" means the calendar
year unless the Egg Board, with the ap-
proval of 'the Secretary, selects some
other budgetary period.
§ 1251.304 EggBoard.

"Egg Board" or "Board" means the ad-
ministrative body established pursuant
to § 1251.316.
§ 1251.305 Eggproducer.

"Egg producer" or "producer" means
the person owning laying hens engaged
in the production of commercial eggs.
§ 1251.306 Commercial eggs or eggs.

"Commercial eggs" or -eggs" means
eggs from domesticated chickens which
are sold for human consumption eithei
-In shell egg form or for further proc-
essing into egg products. -

§ 1251.307 Person.
'Person" means any individual, group

of individuals, partnershfp, corporation.
association, cooperative, or any other
entity.
§ 1251.308 United States.

"United States" means the 48 contigu-
ous States of the United States of Amer-
ica and the District of Columbia.
§ 1251.309 Handler.

"Handler" means any person, specified
in this subpart br the rules and regula-
tions issued thereunder, who receives or
otherwise acquires eggs from an egg pro-
ducer, and processes, prepares for mar-
keting, or markets, such eggs, Including
eggs of'his own production.
§ 1251.310 Promotion.

"Promotion" means any action, includ-
ing paid advertising, to advance the
Image or desirability of eggs, egg prod-
ucts, spent fowl, or products of spent
fowl.
§ 1251.311 Research.

"Research" means any type of research
to advance the image, desirability, mar-
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ketability, production, or quality of eggs,
egg products, spent fowl, or products of
spent fowl.
§ 1251.312 Marketing.

"Marketing" means the sale or other
disposition of commercial eggs, egg prod-

-ucts, spent fowl, or products of spent
fowl in any channel of commerce.
§ 1251.313 Eligible organization.

"Eligible organization" means any or-
ganization, association, or cooperative
certified by the Secretary pursuant to
§ 1251.336.
§ 1251.314 Plans and projects.

"Plans" and "projects" mean those re-
search, consumer and producer educa-
tion, advertising, marketing, product de-
velopment, and promotion plans, studies,
or projects pursuant to § 1251.327.
§ 1251.315 Part and subpart

"Part" means the Egg Research and
Promotion Order and all rules, regula-
tions, and supplemental order issued pur-
suant to the act and the order, and the
aforesaid order shall be a "subpart" of
such part.

EGG BoAP
§ 1251.316 Establislument and member-

ship.
Thee Is hereby established an Egg.

Board, hereinafter called the "Board"
composed of 18 egg producers or repre-
sentatives of egg producers, each of whom
shall have an alternate, appointed by
the Secretary from nominations sub-
mitted by eligible organizations, associa-
tions or cooperatives or by other pro-
ducers pursuant to § 1251.318.
§ 1251.317 Term of office.

The members of the Board, and their
alternates, shall serve for terms of 2
years, except initial appointments shall
be, proportionately, for terms of 2 and 3
years. Each member and alternate mem-
ber shall continue to serve until his suc-
cessor is appointed by the Secretary and
has qualified. No member shall serve for
more than three consecutive terms.
§ 1251.318 Nominations.

All nominations authorized under
§ 1251.316 shall be-made in the following
manner:

(a) Within 30 days of the approval of
this order by referendum, nominations
shall be submitted to the Secretary by
eligible organizations, asociations, or co-
operatives certified pursuant to § 1251.-
336, or, if the Secretary determines that
a substantial number of egg producers
are not members -of, or their interests
are not represented by, any such eligible
organization, association, or cooperative,
then from nominations made by shch
egg producers in the manner authorized
by the Secretary.

(b) After the establishment of the ini-
tial Board, the nominations for sub-
sequent Board members and alternates
shall be submitted to the Secretary not
less than 60 days prior to the expiration
of the terms of the members and alter-
nates previously appointed to the Board.

(c) Where there is more than one
eligible organization, association, or
cooperative within each geographic area,
as defined by the Secretary, they may
caucus for the purpose of jointly nomi-
nating two qualified persons for each
member and for each alternate member
to be appointed. If joint agreement Is not
reached with respect to any such nomi-
nations, or if no caucus is held within
a defined geographic area, each eligible
organization, association, or cooperative
may submit to the Secretary two nomi-
nations for each appointmenfto be made.
§ 1251.319 Selection.
'From the nominations made pursuant

to § 1251.318, the Secretary shall appoint
the members of the Board, and an alter-
nate for each such member, on the basis
of representations provided for in
§ 1251.316 and § 1251.317.
§ 1251.320 Acceptance.

Any person appointed by the Secretary
as a member, or as an alternate member,
of the Board shall qualify by filing a
written acceptance with the Secretary
within a period of time prescribed by the
Secretary.
§ 1251.321 Vacancies.

To fill any vacancy occasioned by the
failure to qualify of any person ap-
pointed as a member, or as an alternate
member, of the Board, or in the event
of the death, removal, resignation, or dis-
qualification of any member or alternate
member of the Board, a successor for the
unexpired term of such member or al-
ternate member of the Board shall be
nominated, qualified, and appointed in
the manner specified in § 1251.316,
§ 1251.318, § 1251.319, and § 1251.320.
§ 1251.322 Alternate members.

An alternate member of the Board,
during the absence of the member for
whom he or she is the alternate, shall act
in the place and stead of such member
and perform such other duties as as-
signed. In the event of the death, re-
moval, resignation, or disqualification of
a member, his alternate shall act for him
until a successor for such member is ap-
pointed and qualified.
§ 1251.323 Procedure.

(a) A majority of the members, in-
cluding alternates acting for members of
the Board, shall constitute a quorum,
and any action of the Board shall require
the concurring votes of at least a major-
ity of those present and voting. At as-
seihbled meetings, all votes shall be cast
in person.

(b) For routine and noncontroversial
matters which do not require delibera-
tion and exchange of views, and in mat-
ters of an emergency nature when there
is not enough time to call an assembled
meetifig of the Board, the Board may
also take action upon the concurring
votes of a majority of its members by
mail, telephone, or telegraph, but any
such action by-telephone shall be con-
thmed promptly In writing.

§ 1251.324 Compensation and reint-
bursement.

The members of the Board, and alter-
nates when acting as members, shall
serve without compensation but shall be
reimbursed for necessary and reasonable
expenses, as approved by the Board, In-
curred by them in the performance of
their duties under this subpart.
§ 1251.325 Powers of the Board.

The Board shall have the following
powers:

(a) To administer the provisions of
this subpart in accordance with its term.
and provisions;

(b) To make rules and regulations to
effectuate the terms and provisions of
this subpart:

(c) To receive, Investigate, and report
to the Secretary complaints of violations
of the provisions of thIs subpart; and

(d) 'To recommend to the Secretary
amendments to this subpart.
§ 1251.326 Dutics.

The Board shall have the following
duties:

(a) To meet and organize and to se-
lect from among Its members a chairman
and such other officers as may be neces-
sary, to select committees and subcom-
mittees of Board members, to adopt such
rules for the conduct of Its business as
it may deem advisable, and it may estab-
lish advisory committees of persons other
than Board members;

(b) To appoint or employ such persons
as it may deem necessary and to define
the duties and determine the compensa-
tion of each;

(c) To prepare and submit to the Sec-
retary for this approval budgets on a
fiscal-period basis of Its anticipated ex-
penses and disbursements in the admin-
istration of this subpart, including prob-
able costs of plans and projects as
estimated in the budget or budgets sub-
mitted to It by prospective contractors,
with the Board's recommendations with
respect thereto;

(d) With the approval of the Secre-
tary, to enter into contracts or agree-
ments with persons, Including, but not
limited to, State, regional, or national
agencies or State, regional, or national
egg organizations which administer re-
search, education, or promotion pro-
grams, advertising agencies, public re-
lations firms, public or private research
organizations, advertislng and promo-
tion media, and egg producer organiza-
tions, for the development and submis-
sion to it of plans and projects author-
ized by § 1251.327 and for the carrying
out of such plans or proJects when ap-
proved by the Secretary, and for the
payment of the cost thereof with funds
collected pursuant to § 1251.329. Any
such contracts or agreements shall pro-
vide that such contractors shall develop
and submit to the Board a plan or proj-
ect together with a budget or budgets
which shall show estimated costs to be
incurred for such projects, and that any
such plan or projects shall become ef-
fective upon-approval by the Secretary.
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Any such contract or agreement shall
also provide that the contractor shall
keep accurate records of all of its trans-
actions and make periodic reports to the
Board of activities carried out and an
accounting for funds received and-ex-

-pended, and such other reports as the
Secretary may require;

(e) To review and submit to the Sec-
retary any plans or projects which have
been developed and submitted to it by
the prospective contractor, together with
its recommendations with respect to the
approval thereof by the Secretary;

(f) To maintaih such books and rec-
ords and prepare and submit such re-
ports from time to time to the Secretary
as he may prescribe, and to make ap-
propriate accounting with respect to the
receipt and disbursement of all funds
entrusted to it;

(g) To prepare and make public, at
least annually, a report of activities
carried out and an accounting for funds
fecelved and expended;

(h) To cause its books to be audited
by'a competent public accountant at
letst once each fiscal period and at such
other times -as the Secretary may re-
quest, and iubmit a copy of each such
audit to the Secretary;

Wi To give the Secretary the same
notice of meetings of the Board as is
given to members in order that his rep-
resentative may attend such meetings;

() To act as an intermediary between
the Secretary and any producer or han-
dler; and

(k) To submit to the Secretary such
Information pursuant to this subpart as
he may request. -

RESEARCH, EDUCATION, AND PaOXtOTIOX

§1251.327 Research,, education,, and
promotion.

The Board shall develop and submit
to the Secretary for approval any pro-
grams or projects authorized in this sec-
tion. Such programs or projects shall
provide for:

(a) The establishment, issuance, ef-
fectuation, and administration of appro-
priate plans or projects for advertising,
sales promotion; and consumer education
with respect to the use of eggs, egg prod-
ucts, spent fowl, 'and products of spent
fowl: Provided, however, That any such
program or project shall be directed to-
wards increasing the general demand for
eggs, egg products, spent fowl, or prod-
ucts of spent fowl;

(b) The establishment and carrying
on.of research, marketing, and develop-
ment projects and studies with respect
to sale, distribution, marketing, utiliza-
tion, or production of eggs, egg products,
spent fowl, and products of spent fowl
and the creation of new products thereof
n accordance with section 7(b) of- the
act, to the end that the marketing and
utilization of eggs, egg products, spent
fowl, and products of spent fowl may be
encouraged, expanded, improved, or
made more acceptable, and the data col-
lected by such activities may be dissent-
inated;

(c) The development and expansion
of foreign markets and uses for eggs, egg
products, spent fowl, and products of
spent fowl;

(d) Each program or project author-
ized under subparagraphs (a), (b). and
(c) of this section shall be periodically
reviewed by the Board to Insure that
each such program or project contrib-
utes to a coordinated national program
of research, education, and promotion
contributing to the maintenance of mar-

-kets and for the development of new
markets and of new products from eggs,
egg products, spent fowl, and products of
spent fowl. If It Is found by the Board
that any such program or project does
not further the national purpose of the
act, then the Board shall terminate such
program or project; and

(e) No advertising or promotion pro-
grams shall use false or unwarranted
claims or make any reference to private
brand names of eggs, egg products, spent
fowl, and products of spent fowl or use
unfair or deceptive acts or practices with
respect to quality, value, or use of any
,competing product.

Exxuzs ,AND AssSSr swrs

§ 1251.328 Expenms.
The Board is authorized to incur such

expenses as the Secretary finds are rea-
sonable and likely to be incurred by the
Board for Its maintenance and function-
Ing and to enable It to exercise Its powers
and perform Its duties in accordance
with the provisions of this subpart. The
funds to cover such expenses shall be
paid from assessments received pursuant
to § 1251.329.
§ 1251.329 Assessments.

Each handier designated in § 1251.330
and pursuant to regulations Issued by the
Board shall 6ollect from each producer,
except tlose categories specified by sec-
tion 12(a) or (b) of the act, and shall
pay to the Board, at such times and In
such manner' as prescribed by- regula-
tions issued by the Board. an assessment
at the rate of 5 cents per 30-dozen case
of eggs or the equivalent thereof unless
lowered by the Board and approved by
the Secretary, for such expenses and
expenditures, including provisions for a
reasonable reserve and those admlnis-
trative costs Incurred by the flepartment
of Agriculture after this subpart Is effec-
tive, as the Secretary finds are reason-
able and likely to be incurred by the
Board under this subpart, except that no
more than one such assessment shall be
made on any case of eggs.

1251.330 Collecting handlers and
collection.,

(a) Handlers responsible for collect-
ing the assessment specfledin § 1251.329
-shall beiany one of the following:

(1) The first person to whom eggs are
sold, consigned, or delivered by producers
and who grades, cartons, breaks, or other-
wise performs a function of a, handler
under § 1251.309. (2) a producer who
grades, cartons, breaks, or otherwise per-

forms a function of a handier under
§ 1251.309 for eggs of his ownproduction,
(3) any person who- handles eggs for a
producer under oralor written agreement
providing for the marketing thereof, (4)
any person who purchases eggs from
producers for the purpose of resale, or
(5) such other persons as designated by
the Board under rules and regulations
issued pursuant to this subpart.

(b) Handlers defined In paragraph
(a) (4) of this section who sell eggs on
which the assessment has been collected
by another handier shall also transfer
to the purchaser the collected assess-
ments and records of collection. Han-
diers defined in paragraph (a) (1) of this
section who sell eggs, on which the as-
sessment has been collected, to another
handler shall certify that with respect
to such eggs he has complied with this
subpart and to the rules and regulati6ns
issued by the Board pursuant to this
subpart.

(c) Handlers shall collect and remit
to the Egg Board all assessments col-
lected in the manner and in the time
specified by the Board pursuant to rules
and regulations issuedby theBoard.

(d) Handlers shall maintain such rec-
ords gs the Egg Board may prescribe pur-
suant to rules and regulations issued by
theBoard.

(e) The Board with the approval of
the Secretary may authorize other or-
ganizations or agencies to collect assess-
ments in Its behalf.
§ 1251.331 Producer refunds.

Any egg producer against whose eggs
any assessment is made under the au-
thority of the act and collected from
him and who is not in favor of support-
Ing the programs as provided for in this
subpart shal have the right to demand
and receive from the Board a refund of
such assessment upon submission of
proof satisfactory to the Board that the
producer paid the assessment for which
refund Is sought. Any such demand shall
be made personally by such producer in
accordance with regulations and on a
form and within a time period prescribed
by the Board and approved by the Secre-
tary. Any such refund shall be made
within 60 days after demand Is received
therefor.
§ 1251.332 Influencing governmental

action.
No funds collected by the Board under

this subpart shall in any manner be used
for the purpose of influencing govern-
mental policy or action except; to recom-
mend to the Secretary amendment to
this subpart,

REPoRTs, Booxs, AND Rconns
§ 1251.333 Reports.

Each handler subject to this subpart
and other persons subJect to section 7(c)
of the act may be required to report to
the Board periodically such information
as Is required by regulations and will ef-
fectuate the purposes of the act, which
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information may Include but not b6 lim--
Ited to the following:

(a) Number of cases of eggs handled;
(b) Number of cases of eggs on which

an assessment was collected;
(c) Name and address of person from

whom any assessment is collected; and
(d) Date collection of assessment was

made on each case of eggs handled.
§ 1251.334 Books and records.

Each handler subject to this subpart
and persons subject to section 7(c) of
the act shall maintain and make avail-
able for inspection by the Board and the
Secretary such books and recoids as are
necessary to carry out the provisions of
the subpart and the regulations issued
hereunder, including such records as are
necessary to verify any reports required.
Such records shall be retained for at least
2 years beyond the marketing year of
their applicability.
§ 1251.335 Confidential treatment.

(a) All information obtained from such
books, records, or reports shall be kept
confidential by all officers and employees
of the Department of Agriculture and
the Board, and only such information so
furnished or acquired as the Secretary
deems relevant shall be disclosed by
them, and then only in a suit or ad-
ministrative hearing brought at the di-
iection, or upon the request of the Sec-
retary, or to which the Secretary.or any
officer of the United States is a party,
and involving this subpart. Nothing in
this subsection shall be deemed to pro-
hibit (1) the issuance of general state-
ments based upon the reports of the
number of persons subject to this sub-
part or statistical data collected there-
from, which statements do not identify
the information furnished by any per-
son, (2) the publication, by direction of
the Secretary, of general statements re-
lating to refunds made by the Egg Board
during any specific period of time, or (3)
the publication, by direction of the Sec-
retary, of the name of any person vio-
lating this subpart together with a state-
ment of the particular provisions of this
subpart violated by such person. ,

(b) All information with respect to re-
funds, except as provided in paragraph
(a) (2) of this section made to individual
producers shall be kept confidential by
all officers and employees of the Depart-
ment of Agriculture and the Board.

CERTIFICATION OF ORGANIZAIO S
§1251.336 Certification of orgapiza-

tions.
Any organization may request the Sec-

retary for certification of eligibility to
participate in nominating members and
alternate members on the Board to rep-
resent the geographic area in which the
organization represents egg producers.
Such eligibility shall be based in addi-
tion to other available information upon
a factual report submitted by the orga-
nization which shall contain Informa-
tion deemed relevant and specified by
the Secretary for the making of such
determination, including, butnot limited
to, the following:

PROPOSED RULES

(a) Geographic territory covered by
the organization's active membership;

-(b) Nature and size of the organiza-
tion's active membership, proportion of
total of such active membership ac-
counted for by producers of commer-
cial eggs, a chart showing the egg pro-
duction by State in which the organiza-
tion has members, and the volume of
commercial eggs produced by the orga-
nization's active membership in such
State (s) ;

(c) The extent to which the commer-
cial egg producer membership of such
organization is represented in setting-
the organization's policies;

(d) Evidence of stability and perma-
nency of the organization;

(e) Sources from which the organi-
zation's operating funds are derived;

(f) Functions of the organization;
and

(g) The organization's ability and
willingness to further the aims and ob-
jectives of the act.

The primary consideration in deter-
ninig the eligibility of an organization
shall be whether its egg producer mem-
bership consists of a substantial number
of egg producers who produce a sub-
stantial volume of the applicable geo-
graphic area's commercial eggs to rea-
sonably warrant its participation in the
nomination of members for the Board or
to request the issuance of an order. The
Secretary shall certify any organization
which he finds to be eligible under this
subsection and his determination as to
eligibility shalrbe final.

MISCELLANEOUS
§ 1251.337 Suspension and termination.

(a) The Secretary shall, whenever he
finds that this subpart or any provision
thereof obstructs or does not tend to ef-
fectuate the declared policy of the act,
terminate or suspend the operation of
this subpart or such provision.

(b) The Secretary may conduct a ref-
erendum at any time, and shall hold a
referendum on request of 10 percent or
more of the number of egg producers
voting in the referendum approving this
subpart, to determine whether egg pro-
ducers favor the termination or sus-
pension of this subpart, and the Secre-
tary shall suspend or terminate such sub-
part at the end of 6 months after he
detehnines that suspension or termina-
tion of the order is approved or favored
by a majority of the egg producers vot-
ing in such referendum who, during a
representative period determined by the
Secretary, have been engaged in the pro-
duction of commercial eggs, and who
produced more than 50 percent of the
volume of eggs produced by the egg
producers voting in the referendum.
§ 1251.338 Proceedings after termina-

tion.

(a) Upon the termination of this sub-
part the Board shall recommend not
more than six of its members to the
Secretary to serve as trustees for the
purpose of liquidating the affairs of the
Boatd. Such persons, upon designation
by the Secretary, shall become trustees

of all the funds and property then in the
possession or under control of the Board,
including claims for any funds unpaid
or property not delivered or any other
claim existing at the time of such ter-
mination.

(b) The said trustees shall: (1) con-
tinue in such capacity until dis-
charged by the Secretary, (2) carry out
the obligations of the Board under any
contracts or agreements entered into by
it pursuant to § 1251.326, (3) from time
to time account for all receipts and dis-
bursements and deliver all property on
hand, together with all books and records
of the Board and of the trustees, to such
person as the Secretary may direct, and
(4) upon thd request of the Secretary,
execute such assignments or other in-
struments necessary or appropriate to
vest In such person full title and right
to all of the funds, property, and claims
vested in the Board or the trustees pur-
suant to this subsection.

(c) Any person to whom funds, prop-
erty, or claims have been transferred or
delivered pursuant to this subsection
shall be subject to the same obligation
imposed upon the Board and upon the
trustees.

(d) Any residual funds not required to
defray the necessary expenses of liqui-
dation shall be turned over to the Secre-
tary to be disposed of, to the extent prac-
ticable, in the interest of continuing one
or more of the research or promotion
programs hitherto authorized.
§ 1251.339 Effect of termination or

amendment.
Unless otherwise expressly provided

by the Secretary, the termination of this
subpart or of any regulation Issued pur-
suant hereto, or the issuance of any
amendment to either thereof, shall not:

(a) Affect or waive any right, duty,
obligation, or liability which shall have
arisen or which may hereafter arise in
connection with any provision of this
subpart or any regulation issued there-
under;

(b) Release or extinguish any viola-
tion of this subpart or any regulation Is-
sued hereunder; or

(c) Affect or impair any rights or rem-
edies of the United States, or of the Sec-
retary, or of any person, with respect to
any such violation.
§ 1251.340 Personal liability.

No member or alternate member of the
Board shall be held personally responsi-
ble, either individually or jointly with
others, in any way whatsoever, to ar~y
person for errors in judgment, mistakes,
or other acts, either of commisslon or
omission, as such member or alternate,
except for acts of dishonesty, or wilful
misconduct.
§ 1251.341 Separability.

1f any provision of this subpart Is de-
clared invalid or the applicability thereof
to any person or circumstances is held
invalid, the validity of the remainder of
this subpart of the applicability thereof
to other persons or circumstances shall
not be affected thereby.
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Single copies-of this notice may be ob-
tained from the Poultry Division, A S,
U.S. Department of Agriculture, Wash-
ington, D.C. 20250.

Signed at Washington, D.C. on March
21,. 1975.

Jom C. BLMa,
Associate Administrator.

IPR oc.75-7690 Filed 3-26-75;8:45 am]

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Food and Drug Administration
[21 CFR Part 27]

CANNED PINEAPPLE JUICE
Proposal To Amend Standards of Identity

and Quality
The Commissioner of Food and Drugs

is issuing a proposal to amend the stand-
ards of identity and q6ality for canned
pineapple juice (21 CFR 27.54 and 27.55)
to provide for the use of concentrated
pineapple juice and nutritive carboby-
drate sweeteners; comments by May 27;
1975. "-

A. The Pineapple Growers Association
of Hawaii, 1902 Financial Plaza of the
Pacific, Honolulu, BI 95813, has filed a
petition proposing that the standards of
identity and quality for canned-pineapple
juice be amended to provide for optional
use of concentrated pineapple juice in
the preparation of the canned food. The
Association also proposes that the stand-
ards be'amended by adopting some re-
cent changes made in other standards to
reflect advances in food technology to
meet consumers' demands without re-
ducing their protection and by adopting
some of the language set forth in an
anticipated Codex Alimentarius Interna-
tional Standard for PineappTe Juice.
Additionally,' the Association proposes
that the standards be amended (1) to
provide for use of suitable dry nutritive
carbohydrate swTeteners in lieu of nam-
ing each sweetener that may be used- (2)
to provide for label declaration of all
optional ingredients used and other la-
beling in accordance with the provisions
of 21 CFR Part 1; and (3) to provide
for, in the quality standard, a minimum
pineapple juice soluble-solids require-
ment of 13.5 ° Brix for the product made
from concentrate.

The grounds given by the petitioner in
support of the proposed amendments are
as follows:

1. Pineapple Juice from concentrate can be
produced as it is needed, rather than only
during the harvest-canning season. Conse-
quently. vitamin C loss due to aging will be
minimized.

2. The new product 'wIi be more uniform
than the standard canned pineapple juice
since eacN can of the flnished reconstituted
product will be standardized to a minimum
Of 13.5' Brix.

3. Pineapple juice from concentrate has
been successfully market tested for consumer
acceptance in nterstate commerae under
temporary permits issued by the Food and
Drug Administration.

4. The proposal to pirovide for suitable dry
nutritive carbohydrate sweeteners will pro-

vide manufacturers with more flexiblity in
tbhe use of sweetening agents and at the -ame
time wilt beneflt consumers economically.

The Pineapple Growers Association of
Hawaii proposes that Part 27 be amend-
ed as follows:

1. Section 27.54 is revised to read as
follows:
§ 27.54 Canned pineapple juice; iden-

tity; label statement of optional in-
gredients.

(a) Canned pineapple Juice Is the
juice, intended for direct consumption,
obtained by mechanical process, which
may include centrifuging but not filter-
ing, from the flesh or parts thereof, with
or without core material, of sound, ripe
pineapple (Anznas comosvs). The juice
may have been concentrated and later
reconstituted with water suitable for the
purpose of maintaining essential com-
position and quality factors of the juice.
Canned pineapple juice contains finely
divided insoluble solids, but It does not
contain pieces of shell, seeds or other
coarse or hard substances. It may be
sweetened with any suitable dry nutri-
tive carbohydrate sweetener. It may con-
tain added vitamin C in a quantity such
that the total vitamin C in each 4 fluid
ounces of the finished food amounts to
not less than 30 milligrams and not
more than 60 milligrams. In the canning
of pineapple juice, dimethylpolysiloxane
complying with the requirements of
§ 121.1099 of this chapter may be em-
ployed as a defoaming agent in an
amount not greater than 10 parts per
million by weight of the finished food.
Before or after sealing in the container,
canned pineapple juice Is so processed
by heat as to prevent spoilage.

(b) The name of the food is "Pine-
apple Juice" If the Juice from which it
is prepared has not been concentrated
and/or diluted with water. The name of
the food is "Pineapple Juice from Con-
centrate" if the finished Juice has been
made from pineapple juice concentrate
as specified in paragraph (a) of this
section. If a nutritive sweetener Is added,
the label shall bear the statement
"Sweetener added." If no sweetener is
added, the word 'Unsweetened" may
Immediately precede or follow the words
"Pineapple Juice" or ''Pineapple Juice
from Concentrate."

(c) Each of the optional Ingrddients
shall be declared on the label as required
by the applicable sections of Part 1 of
this chapter.

2. Section 27.55, paragraph (a) (1) is
revised to read as follows:
§ 27.55 Canned pineapple juice; qunl.

ity; label statement of substandard
quality.

(a) The standard of qualityfor canned
pineapple juice Is as follows:

(1) The soluble solids content of pine-
apple juice (exclusive of added sugars)
without added water shall not be less
than 10.50 Brix as determined by refrac-
tometer at 20' C, uncorrected for acidity
and read as *Brix on International Su-
crose Scales. Where the juice has been
obtained using concentrated juice with

-13517

addition of water, the soluble pineapple
Juice solids content (exclusive of added
sugars) shall be not less than 13.5 ° Brix,

-uncorrected for acidity andread as Brix
on the International Sucrose Scales.

B. In regard to the petitioner's pro-
posal to provide for the use of nutritive
carbohydrate sweeteners that are "suit-
able" and "dry" and have the statement
"Sweetener added" declared on the label
of the food to which they are added, the
Commissioner offers the following com-
ments and proposes several changes:

1. Whereas the petitioner proposes to
provide for only the "dry" form of sweet-
eners, the Comm ioner recognizes that
It may be more efficient and economical
for a packer who wishes to sweeten a
pineapple juice prepared from concen-
trate to use a liquid sweetener as a means
of reconstituting the concentrate. There-
fore, the Commissioner Invites comments
as to whether or not it would be reason-
able and would promote consumers"
interests to provide also for the optional
use of liquid sweeteners in juice that is
prepared from concentrate.

2. To avoid possible misinterpretation
of the petitioner's proposal regarding
the declaration of sweeteners by means
of the label statement "Sweetener
added." the Commissloner advises that,
if adopted, this statement would be in
addition to, and not in lieu of, a label
declaration of the common or usual
name of the sweetener used, as required
by21 CFRPart 1.

3. Questions have been raised as to
whether sweeteners such as mannitol.
and sorbitol fall into the category of
"safe and suitable" nutritive carbohy-
drate sweeteners. The Commissioner is
aware that chemical books and scien-
tific dictionaries may differ in the defn-
niti6n of the term "carbohydrate." For
the purpose of clarification, he concludes
that mannitol and sorbitol are sugar
alcohols instead of carbohydrate sweet-
eners and, therefore, are not suitable for
use In canned pineapple juice.

4. The Federal Food, Drug, and Cos-
metic Act does not permit unsafe ingre-
dients or unsafe quantities of ingredients
to be used in foods. The Commissioner,
however, is of the opinion that in "non-
recipe" type Identity standards (in
which the permitted ingredients are not
always specifically Identified but, in-
stead, are provided for by "class" desIg-
nations) the requirement that they be
safe should be emphasized to serve as a
reminder to those who must comply-
with the standards. Therefore, he pro-
poses that the word ":safe" also be used
n the phrase "suitable dry -nutritive
carbohydrate sweeteners" proposed by
the petitioner.

Therefore. pursuant to provisions of
the Federal Food, Drug, and Cosmetic Act
(secs. 401, 701(e), 52 Stat. 1046, as
amended, 70 Stat. 919; (21 U.S.C. 341,
371(e))) and under authority delegated
to him (21 CFR 2.20), the Commissioner
proposes that Part 27 be amended by re-
vising § 27.54(a) to read as follows:
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§ 27.54 Canned pineapple juice; iden-
tity; label statement of optional in-
gredients.

(a) Canned pineapple JuIce Is the -

juice, intended for direct consumption,
obtained by mechanical process, which
may include centrifuging but not filter-
ing, from the flesh or parts thereof, with
or without core material of sound, ripe I
pineapple (Ananas comosus). The juice
may have been concentrated and later
reconstituted with water suitable for the
purpose of maintaining essential com-
position and quality factors of the juice.
Canned pineapple juice contains finely
divided insoluble solids, but it does not
contain pieces of shell, seeds, or other
coarse or -hard substances. It may' be
sweetened with any safe and suitable-
dry nutritive carbohydrate sweetener. It
may contain added vitamin C in a quan-
tity such that the total vitamin C in
each 4 fluid ounces of the finished food
amounts to not less than 30 milligrams
and not niore than 60 milligrams. In the
canning of pineapple juice, dimethyl-
polysiloxane, complying with the re-
quirements of § 121.1099 of this chapter,
may be employed as a defoaming agent
in an amount not greater than 10 parts
per million by weight of the finished
food. Before or after sealing in the con-
tainer, canned pineapple juice is so
processed by heat as to prevent spoilage.

Interested persons may on or before
May 27, 1975, file with the Hearing
Clerk, Food and Drug Administration,
Rm. 4-65, 5600 Fishers Lane, Rockville,
MD 20852, written comments (preferably
in quintuplicate) regarding these pro-
posals. Received comments may be seen
In the above office during working hours,
Monday through Friday.

Dated: March 18, 1975.
HovARDR R. ROBERTS,

Acting Director, Bureau of Foods.
[PR Doe.75-7956 Filed 3-26-75;8:45 am]

DEPARTMENT OF
TRANSPORTATION

- Coast Guard
[ 33 CFR Part 117 ]

[COD 75-062]

OKLAWAHA RIVER, FLORIDA
Proposed Drawbridge Operation

Regulations
At the request of Marion County Board

of County Commissioners, the Coast
Guard is considering amending the regu-
lations for the Sharpes Ferry drawbridge
across the Oklawaha River to require
that the draw open on signal from 7 a.m.
to 7 p.m. Saturday and Sunday, and
from 7 a.m. to 9 a.m., and 5 p.m. to 7 p.m-
Monday through Friday. At all other
times, at least 1 hour notice would be
required. This change is being con-
sidered because of infrequent openings
for vessels (4 from 24 June 1971 through
27 May 1974).

Interested persons may participate in
this proposed rule making by submitting

written data, views, or arguments to the
Commander (oan) , Seventh Coast Guard
District, Room 1018, Federal Building,
51 SW 1st Avenue, Miami, Florida 33130.
Each person submitting comments
should include his name and address,
dentify the bridge, and give reasons for
any recommended change in the pro-
posaL Copies of all written communica-
tions received will be available for ex-
amination by interested persons at the
office of the Commander, Seventh Coast
Guard District.

The Commander, Seventh Coast Guard
District, will forward any comments re-
ceived before April 29, 1975, with his
recommendations to the Chief, Office of
Marine Environment and Systems, who
will evaluate all communications received
and take final action on this proposal.
The proposed regulations may be changed
in the light of comments received.

In consideration of the foregoing, it Is
proposed that Part 117 of Title 33 of the
Code of Federal Regulations, be amended
by revising § 117.434 to read as follows:

§ 117.434 Oklawaha River, Florida.

(a) Sharves Ferry Bridge. From 7 a.m.
to 7 p.m. on Saturday and Sunday, and
from 7 am. to 9 a.m. and 5 pam. to 7 p.m.,
Monday through Friday, the draw shall
open on signal. At all other times the
draw shall open on signal if at least 1
hours notice is given.

(b) Bridges over the Oklawaha River,
north of State Road 464 at Mullan Farms,
State Road 464 at Moss Bluff and State
Road 42 at Starkes Ferry. From 7 a.m.
to 7 p.m. the draws shall open on signal.
From 7 p.m. to 7 am. $he draws shall
open on signal if at least 3 hours notice
is given. ' "

(e) The owner of or agency control-
ling each bridge shall conspicuously post
notices containing these regulations both
upstream and downstream of each bridge,
on the bridge or elsewhere, in such a
manner that they can easily be read at
all times from an approaching vessel.
The notice shall state how the authorized
representative maybe reached.
(See. 5, 28 Stat. 362, as amended, sec. 6 (g) (2),
80 Stat. 937; (33 U.S.C. 499, 49 U.S.C. 1655
(g)(2)); 49 CFR 1.46(c) (5), 33 CPR 1.05-1
(o)(4)).

Dated: March 19, 1975.

R. I. PRICE,
Rear Admiral, U.S. Coast Guard

Chief, Office of Marine En-
vironment and Systems.

[PP Doc.75-7982 Filed 3-26-75;8:45 mn]l

[33 CFR Part 117]
.[CGD 76053]

MYSTIC RIVER, MASS.
,Proposed Drawbridge Operation

Regulations *
At the request of the Massachusetts

Bay Transit Authority (MBTA), the
Coast Guard is considering amending the
regulations for the 1IIBTA drawbridge
.across the Mystic River, mile 1.4, to re-
quire at least 24 hours notice for open-

Ings of the draw at all times. Present
regulations require that the draw' open
on signal. This change Is being consld-
ered because of limited demands for
openings of the draw.

Interested persons may participate In
this proposed rule makdng by submitting
written data, views, or arguments to the
Commander (oan), First Coast Guard
District, 150 Causeway Street, Boston,
Mass. 02114. Each person submitting
comments should include his name and
address, Identify the bridge, and give
reasons for any recommended change In
the proposal. Copies of all written com-
municatlons received will be available for
examination by Interested persons at the
office of the Commander, First Coast
Guard District.

The Commander, First Coast Guard
District, will forward any comments re-
ceived before April 29, 1975, with his
recommendations to the Chief, Office of
Marine Environment and Systems, who
will evaluate all communications Te-
ceived and take final action on this pro-
posal. The proposed regulations may be
changed in the light of comments
received.

In consideration of the foregoing, It Is
proposed that Part 117 of Title 33 of the
Code of Federal Regulations, be amended
by revising paragraph (g) (1) of § 117.75
and by ac~dlng a new paragraph (g) (1-a),

§ 117.75 Boston Harbor, Mass., and ad-
jacent waters; bridges.

(g) Mystic River (1) Malden Bridge,
mile 1.4 and Boston and Maine Railroad
Bridge, mile 1.8. The draws shall open
on signal. However from 7:45 to 9 a.m.,
9:10 to 10 am., and 5 to 6 p.m., except
Sundays and legal holidays, the draws
need not open for the passage of a ves-
sel -whose draft Is lest) than 18 feet.

(1-a) Massachusetts Bay Transit Au-
thority (MBTA)-Railroad bridge, mile
1.4. The draw shall open on signal If at
least 24 hours notice Is given to the
MBTA dispatcher.

(See. 5, 28 Stat. 362. as amended, sco. 0(g)
(2), 80 Stat. 937; (33 U.S.C. 409, 49 U.S.O.
1655(g)(2)); 49 CPR 1.46(c)(6), 33 cM
1.05-1(c) (4)).

Dated: March 19, 1975.
R. I. PRnC,

Rear Admiral, U.S. Coast Guard,
Chief, Office of Marine En-
vironment and Systems.

[FR Doc.7-7984 Filed 3-26-v16;8:45 am)

[33 CFR Part 117]
[COD 75-0701

WEST PALM BEACH CANAL, FLORIDA
Proposed Drawbridge Operation

Regulations
At the request of the Florida Depart-

ment of Transporatloin, the Coast Guard
is considering revising the regulations for
the U.S. 1 drawbridge across the West
Palm Beach Canal to rbquiro that the
draw open on signal If at leazt 24 hours
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notice is given. Presently the draw Is re-
quired to open on signal from 9 am. to
5 p. This change is being considered
because of infrequent requests for open-
ings from vessels. There were no open-
ings in 1974.

- interested persons may participate in
tbls proposed rule making by submitting
written data, views, or arguments to -he
Commander (oan), Seventh Coast Guard
District, Room 1018, Federal Building,
51 S.W. 1stAvenue, Miami, Florida 33130.
Each person submitting comments should
include his name and address, identify
the bridge, and give reasons-for any rec-
ommended chnge in tle proposal. Cop-
ies of all written communications re-
ceived will be available for examination
by interested persons at the office of the
Commander,' Seventh" Coast Guard
District.

The Commander, Seventh ' Coast
Guard District, will forward any com-
ments received before April 29, 1975,
with his recommendations to the Chief,
Office of Marine Environment and Sys-
tems, who will evaluate all ommunica-
tions received and take final action on
this proposal. The proposed regulations
may be changed in the light of comments
received-.

In consideration of the foregoing, it is
proposed that Part 117 of Title 33 of the
Code of Federal Regulations, be amended
by revising § 117.441a to read as follows:
§ 117.441a West Palm Beach Canal,

Florida; U.S. 1 bridge.

The draw shall open on signal if at
least 24 lhours notice is given.
(Sec. 5. 28 Stat. 362, as amended, sec. 6(g)
(2), 80 Stat. 937 (33 U.S.C. 499, 49 U.S.C.
1655(g) (2)); 49 CFR 1.46(o) (5), 33 CFR
1.05-(c) (4))

- Dated: March 19, 1975.

R. I. PRCE,
Rear Admiral, U.S. Coast

Guard, Chief, Office of Ma-
rine Environment and Sys-
tems.

[FR Doc.75-1983 Filed 3-26-75;8:45 am]

Federal Aviation Administration
[ 14 CFR Part 71]

[Airspace Docket No. 75-WE-21

TRANSITION AREA
Proposed Alteration

The Federal Aviati6n Administration
'is considering an amendment to Part 71

of the Federal aviation regulations- that
would alter the description of the Ox-
nard, California Transition Area.

Interested persons may participate in
the proposed rule making by submitting
such written data, views, or arguments as
they'may desire. Communications should
be submitted in triplicate to the Chief,
Airspace and Procedures Branch, Federal
Aviation Administration, 15000 Aviation
Boulevard, Lawndale, California 90261.
All conmunications received on or be-
fore April 28, 1975, will be considered be-
fore action, is taken on the proposed
amendment. No public hearing is con-

templated at this time, but arrangements
for informal conferences with Federal
Aviation Administration officials may be
made by contacting the Regional Air
Traffic Division Chief. Any data, views,
or arguments presented during such con-
ferences must also be submitted In writ-
Ing in accordance with this notice In
order to become part of the record for
consideration. The proposal contained In
this notice may be changed in the light
of comments received.

A public document will be available for
examination by'interested persons in the
Office of the Regional Counsel, Federal
Aviation Administration, 15000 Aviation
Boulevard, Lawndale, California 90261.

Radar procedures have been estab-
lished by Point Mugu Approach Control
for Ventura County Airport and NAS

-Point Mugu. In addition, a new Instriu-
ment approach procedure has been de-
veloped to serve RWY 21 at NAB Point
Mugu. The proposed 700 foot transition
area provides additional controlled air-
space for the instrument approach pro-
cedure and for radar vectoring.

In consideration of the foregoing, the.FAA proposes the following airspace ac-
tion.

In § 71.181 (40 FR 441) the descrip-
tion of the Oxnard, California 70 foot

.transition area Is amended to read as
follows:

OxNan, CX.XFonXA

That airspace extending upward from 700
feet above the surface beginning at latitude
34'0150", N., longitude 119"03'00" W.. to
latitude 34°02'30" N., longitude 118'53'30"
W., to latitude 34.19'30" N, longitude 118*-
53'00" -7., to latitude 3419'30°° N., longitude
119°29'50" W., thence 3 nautical miles from
and parallel to the shoreline to latitude 34'-
14'50" N., longitude 119*22'00" W.. to lati-
tude 3*14"45" N.. longitude 119"23'30'" W.,
to latitude 34"0S*55' N., longitude 119'22'30"
W., to latitude 34"07'45" N., longitude 119*-
15,00" W., thence via a 7-mile radlu, of the
Point Mugu I3N to point of beginning.

This amendment Is propozed under the
authority of sec. 307(a) of the Federal Avla-
tion Act of 1958, as amended (49 U.S.C. 1348
(a)), and of sec. (c) of the Department of
Transportation Act (49 U.S.. 1655(c)).

Issued in Los Angeles, Calif6nia, on'
March 17, 1975.

LYNN L. HINr,
Acting Director, Western Region.

[PF Doc.75-7916 Filed 3-2G-75;8:45 am]

[14 CFR PART 71]
[Airspace Docket No. 75-NE-101

TRANSITION AREA
Proposed Designation

The Federal Aviation Administration
is considering an amendment to § 71.181
of Part 71 of the Federal Aviation Regu-
lations that would designate a 1200-foot
transition area in the northwest section
of the State of Maine and the northeast
section of the State of New Hampshire,
in the vicinity of the Sugarloaf Regional
Airport. The designation of this transt-
.tion area would provide additional air
traffic control flexibility in routing air-
craft via direct and radar vector routes
in the enroute system.

Interested persons may submit such
written data or views ds they may desire.
Communications should be submitted In
triplicate to the Director, New England
Region, Attention: Chief, Air Trafc Di-
vision, Department of Transportation,
Federal Aviation Administration, 12"ew-
England Executive Park, Burlington,
Massachusetts 01803. All communica-
tions received on or before April 28,1975,
will be considered before action is taken
on the proposed amendment. No hearing
is contemplated at this time, but ar-
rangements may be made for informal
conferences with Federal Aviation Ad-
ministration officials by contracting the
Chief, Operations, Procedures and Air-
space Branch, New England Region.

Any data or views presented during
sich conferences must also be submitted
in writing n accordance with this notice
in order to become part of the record
for consideration. The proposal con-
tained in this notice may be changed in
the light of comments received.

The officlal docket will be available for
examination by interested persons at the
Office of the Regional Counsel, Federal
Aviation Administration, 12 New Eng-
land Executive Park, Burlington, Massa-
chusetts.

In consideration of the foregoing, the
Federal Aviation Administration pro-
poses to amend § 71.181 of Part 71 of the
Federal Aviation Regulations by adding
the following 1200-foot transition area:

SucminLoa',MhN

That airspace extending upward from 1200-
That airspace extending upward from 1200-
feet above the surface witl4in an area
bounded by a line beginning at latitude
45"04'20"N, longitude 7P'1'00"W to lati-
tude 4517'00" N, longitude 71*20'10"W
to latitude 45120'40" N. longitude 70*39"30""
W to latitude 45"21"40"N, longitude 70*39"-
00"W to latitude 45022O'30", longitude
70"08'10"W to latitude 45*25'0"N, longi-
tude 69148'00"W to latitude 45"23"00"N.
longitude 69*48'001"W to latitude 45°1450"
N, longitude 69"50'20"W to latitude 45°07"-
50"N, longitude 69"50'20"W to latitude
45107'50"N, longitude 69128'00"WT7to lati-
tude 44150'00"N, longitude 69147'10"Vt to
latitude 44"39'00"N, longitude 69'47"10"W
to latitude 44°16°10"N, longitude 70°14"00"W
to latitude 4413'50"', longitude 70°12"00"
W to latitude 44*02'10"N,. longitude
10137'50"W to latitude 4404'00"N. longi-
tudo 70140'10"W' to latitude 44"06"00"N,
longitude 70137'00"W to latitude 44'06"10"N1T
longitude 70"591I0"WV to latitude 44*1V'0"N,
longitude 70"52'30"W to latitude 44o21'OO"N,
longitude 70157110"W to latitude 44'29'30"N.
longitude 71*01'10"W to latitude 44*31'00"N,
longitude 70"55'00"%V to latitude 44*39"00"N,
longitude 71"0'00"W to latitude 4454'50"N,
longitude 71°01'50"W to latitude 44*53'00"x,
longitude 711800"W, to point of beginnin.
excluding Canadian airspace.
(Sec. 307(a) of the Federal Aviation Act of
1958 (72 Stat. 749; 49 U.S.C. 1348) and sec.
6(c) of the Department of Transportation.
Act (49 U.S.O. 1655(c)).)

Issued in Burlington, Massachusetts,
on March 13,1975.

QuErn S. TAnos,
Director, New England Region.

[FR Doc.T-8045 Filed 3-26-75;8:45 aml
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[40 CFR Part 52]
[FML 350-5]

IMPLEMENTATION PLANS
California: Approval of Compliance

Schedules
On May 31, 1972 (37 FR 10842), Sep-

tember 22, 1972 (37 FR 19812), and
May 14, 1973 (38 FR 12702). pursuant to
Section 110 of the Clean Air Act, as
amended (42 U.S.C. 1857c-5) and 40 CFR
Part 51, the Administrator approved and
promulgated portions of the California
plan-for the implementation of the na-
tional ambient air quality standards. On
December 4, 1974 and on January 13,
1975, after notice and public hearings,
the Governor of California through his
designee submitted to the Environmental
Protection Agency (EPA) revisions to the
state compliance schedule portion of the
approved plan. This publication proposes
that these revisions be approved, with
specific exceptions discussed below, pur-
suant to section 110 of the Clean Air Act
and 40 CFR 51.8

Thirty-seven compliance schedules
were submitted. The schedules have
been found to satisfy the requirements
of section 110 of the Clean Air Act and
40 CFR Part 51. However, 10 of the
schedules have expired and the affected
sources are now required to be in com-
pliance with the applicable air pollu-
tion control regulations. Therefore, EPA
will take no action with regard to the
compliance schedules submitted for these
sources. It is proposed that the remain-
ing 27 schedules listed below be approved
as revisions to the State plan. (The
schedule for the U.S. Navy, San Diego,
has 3 parts) j

Each proposed compliance schedule re-
vision establishes a new date by which
the individual air pollution source must
comply with an emission limitation spec-
Ified by the Implementation plan. This
date is Indicated in the table below,
under the heading "Final Compliance
Date." In some cases, the schedule in-
cludes incremental steps towards com-
pliance with the specified regulations.
While the table below does not include
these interim dates, the actual compli-
ance schedule does. The increments of
progress, as well as the final compliance
date, are legally enforceable by the Ad-
ministrator pursuant to section 113 of
the Clean Air Act, as amended.

The heading "Effective Date" in the
table below refers to the date the com-
pliance schedule becomes effective for
purposes of federal enforcement. The
entry "Immediately" under that heading
Indicates that the schedule will be fed-
erally enforceable when the final pro-
mulgation of the schedule becomes effec-
tive.

Proposed compliance schedule re-
visions listed below are available for
public inspection at the California Air
Resources Board, at the office of EPA,
Region IX, and at EPA's Washington,
D.C. office, at the addresses listed below.

An evaluation report setting forth EPA's the Clean Air Act, as amended (42 U.S.C.
position on each of the 27 schedules Is § 1857c-5(a)).
also available at the office of EPA, Dated: March i3, 1075.
Region IX.,
State of California Airnesources Board, ctin i l COVINGTOT
1709 11th Street Acting Regional Adminlrator.
Sacramento CA 95814. It Is proposed to amend Part 52 of
Environmental Protection Agency, Region Chapter I, Title 40 of the Code of Fed-

IX, D ieral Regulations as follows:Enforceren Division,
100 California Street, Subpart F-California
San Francisco CA 94111.SanFraciso C 9411.1. In 9 52.220, paragraph (c)- Is
Environmental Protection Agency, a .en a 52 , a g pc:
Division of Stationary Source Enforcement, amended as follows:
Room 3202 Waterside Dall. 52.220 Identification of plan.
401- M Street SW.,
Washington D.C. 20460. * * *

Interested persons are encouraged to (8) Supplemental information (corn-
submit written comments on any pro- pliance schedules) was submitted by the
posed compliance schedule. All com- California Air Resources 'Board on
ments- postmarked on or before April 28, December 27, 1973; February 19, April 22,
1975 will be considered by EPA prior to June 7' and 19, Septmber 4 and 19,
finalizing this proposed rulemaking. October 18, and December 4, 1974; .and
Comments should be addressed to:- January 13,1975.
Director, Enforcement Division, EPA, 2. In § 52.240, paragraph (f) Is
Region IX, 100 California Street, San amended by adding the following sched-
Francisco, California 94111. All com- ules to the table In subparagraph (1):
ments will be available for public inspec-
tion during business hours at the above' § 52.240 Compliance gclicdulcs.
address. V *

This proposed rulemaking is issued (f) * * *

under the authority of section 110(a) of (1) * * *

Location Rule or Date of Effectlvo Filal
Source (County) regulation adoption date complince

Involved date

Ieppner Iro and Metal Co ..........- Fsno - 4---- 407.2. ".- Oct. 16,197. Immodiately.. July 1,1975
Unlte Alfalfa Mills (Order No. 211 as Imperial ...... 114,121 -.--- Sept. 11,1974 ..... do ......... Apr. 11,1975

Souhr)'Pacific Pipelines, Imperial -.. do .......-- 125 ........... do(......... do. .Mar. 11, 1975
Terminal (Order No. I as revised).

Gulf Oil Corp. (Order No. 1303-18 as Los Angeles... 53.2 --------- Ino 11,1974 ..... do ......... 1, 1973
revised).

Masonito Corp. (Order No. 74-S as Mendoclno --- V-1 ........- Sept. 30,1074 ---- do ......... July 1,1975
revised).

Hlarwood Products, Willits and Brans- -.. do ..... V-1---------- do ............. o ... Mar. 39,1975
comb (Order No. 74-7 as revised). -

Castle Air Force Base (Order No. 74-2 Merced-_...... 410 ---- -Aug. 19,1974 ..... do ......... Aug. 1, 1(75
asrevised).

Delta Cotton Co. (Order No. 74-3).- do-- 401......... do ........ do. July 30, 1975
Blythe Milling Co. (Order No. 74-10) ... Riverslde-_ 0 50 ........ Sept. 23,1974 ......... . Mar. 15,1975
Libby, McNell, and Libby (as revised). Sacramento.. 25 --------- Sept. 30, 1974 do........ May 1, 1975

Nay * p S S * S

U.S. Navy:
IIL. Activity Service Stations ---- San Diego- 61,63 ...... Aug, 22,1974 ...... o .. Sept, 30,1075
V.2 Navy Public Works Center- do ......... 50 -------------- do ............. o..... Mar. 31,1975

Naval Station-Sandblasting
Area 218.

V.3 Naval Amphibious Base, Cor- .--.. do --------- 0 ----------- _ do ......... do ......... Do.
onado-Sandblastlng Area.

Plnkerton Foundry, Inc. (Order No. San Joaquin.. 401,400,405, Sept. 19,1974 ..... do ......... Mar. 1,1975
73-7 as revised). 406.

Telehert Construction (Order No .-.... do ....... 401 ........... do ........ do . Juno 30,1975
74-21).

T he L earner C o. (O rder N o. 74- 2 as . ... do . ....... 401,401 . ........ do ........... do ......... July 16,1975
revised).

Lone Star Industries (Order No. 74-23) ----- do ......... 401 ............. do ............ do ......... Mar. 1,197
Stockton Elevators (Order No. 74-27 as ---- do . . 401 ........... do........do....... Apr. 1, 1975

revised).
Lorenz Lumber Co. (Order No. 71-V-16 Shasta ...... 3.1,3.2 .... Oct. 30,1974 .... do ......... July 1,1975

as revlscd).

lmberly Clark Corp. (Order No. 71--.--- do - 3----- 3.1, 3.2 .......... do -........ d ........ July 31,1975
V-27 as revised).

Pine Mountain Lumber Co. (Order No. SIsldyou .... 4.1 ......... Oct 7,1974 ..... do ........ Feb. 23, 1975
74-3 as revised).

U.S. Plywood Cprp. (Order No. 74-4 .-- do ----- 4.1 ............. do ............ do ....... Apr. 7,1975
asr zyised).

Bedford Aggregates Gravel Plant (Or- Tuolua no .... 401 (A), (3)_ Oct. 3,1974 ..... do ........ July 31,1975
der No. PV-74-01).

Architectural Aggregates (Order No . do -. 401 (A), (B) .... do ............ do ........ Do.
PV-7.-2). -

Woods Creek, Gravel Plant (Order No . do ------ 401 (A), (B) .... do ............ do ........ Do.
PV-74-3).

Cal-Turf. Inc. (Order No. 123) ...... Ventura ----- 52,53 ...-... Aug. 27,1974 ..... do ........ Fob, 20,1976
ilalaco Engineering Co. (Order No . do ......- 50 --------- Oct. 16,1974 .... do ........ 'ob. 15,1970

12.5-1 as revised). a *

Adams, Schwab and Adams Elevator Yolo . . ........1---- Oct. 8,1974....do ....... 31,15
Co. XOrder No. 74-13). -

Burmah Terminals, Inc. (Order No . do ........ 221 ------------ do ........... do ........ ?,far 15,197
74-15).

[FR Doc.75-7871 Filed 3-26-75;8:45 am]
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ENVIRONMENTAL PROTECTION
AGENCY

E40CFRPart 52]
[FRL 351-61

IMPLEMENTATION PLANS-
Florida: Approval of Plan Revisions

On M y 31, 1972 (37 ER 10842), ti
Adiiiinistrator approved-portions of tI
Florida plan to attain and maintain tt
national ambient air quality standard
The State recently adopted, after noti
and public hearing, a number of pIE
revisions .which were then submitted I
the Agency's regional office 'on Febri
ary 12, 1975. The purpose of this noti
is to describe two of these revisions, ar
to offei' them for public comment. Ti
two revisions involve changes in the su
fur dio'xide emission limits for existir
sulfur recovery plants and sulfuric ac.
plants.

Under the -llorida implementatic
plan's original regulations for sulfur ri
covery plants, existing facilities were a
lowed to emit no more than 0.004 poun
of SO2 for each pound of sulfur reco,
ered from an oil well; this limit, to I
achieved by July 1, 1975, correspond(
to a sulfur recovery efficiency of 99
percent. Under the -newly adopted regi
lation, existing plants would be subje
to an immediately effective limit of 0.
pounds of sulfur dioxide per pound
sulfur recovered; this corresponds to
recovery efficiency of 96 percent. Alli
the'sources affected by the revised rel
Wlation are now operating in the Jay c
field (Santa Rosa County).

Submitted with the revision were a
quality data and dispersion mddeling ri
sults intended by the State to shov tbi
approval of its relaxed limits on S(
emissions" from the~sulfur recovery proi
ess would not hinder the attainment ar
maintenance of the national standari
for this pollutant in the vicinity of ti
sources in question. Also submitted was
control strategy analysis designed to sul
port the proposed changes.

The second of these -evisions result(
from a petition of the Occidental Chem
cal Company, which operates two sulfur
acid plants in White Springs (Hamiltc
County). Under the regulations of tl
approved Florida plan, existing H_.Si
plants are required to achieve,'by July
1975, an emissi6n limit of 10 pounds i
SO per ton of 100 percent sulfuric ac
produced. This limit was based on tl
degree Of SO_- emission reduction need(
to attain standards in the model Coun
used in developing the plan's origin
control strategy f6r sulfur dioxide, that
in Hillsborough County, site of the big!
est measured concentrations of the po
lutant. The State now takes the poslti(
that this degree of control is not needi
in Hamilton County, where there is on

,one other significant source of So. eml
-sions, and where ,the original emissc
limit might produce qnly a negligible in
provement in air quality if achieved. A
cordingly, ifis proposed that lor sulfur
acidLplants in the Florida portion of ti
Jacksonville, Florida-Brunswick, Georg
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Interstate Air Quality Control Region
-- the emission limit be relaxed to 29 # SO/

ton 100 percent HSO*. (The plants of
Occidental Chemical Company presently
emit about 35#/ton, as opposed to 42#/
ton emitted In January, 1972.)

With this revision the State submitted
new control strategy Information. includ-

ie Ing air quality data and dispersion
le modeling results, intended to show that
ie approval of the relaxed limit for sulfuric
[s. acid plants In the Jacksonville-Bruns-

wick AQCR will not hinder the attain-
Ln ment and mintenance of the national
to standards for sulfur dioxide.
I- Copies of all the materials submitted
e- by the State in. support of these two

Ld revisions may be examined during nor-
e mal business hours at the following

I- locations:

ig Air Programs Office
id Environmental Protection Agency

Region IV
11421 Peachtree Street. NE.

In Atlanta, Georgia 30309
e- pa-tment ot Pollution Control
2562 Executive Ceiter Circle, East

Is Montgomery Building
7- Tallahassee, Florida 32301
3e Department of Pollution Control
,d NortheastRegion
.8 3426 Bills Road
I- Jacksonville, Florida 32207
ct Also, the material related to sulfur recov-
38 ery plants may be examined at the office
of of the Department of Pollution Control's
a Northwest Region, 1389 Shoreline Drive,

A Gulf .Breeze, Florida 32561, as well as at
g- the other regional offices of the Depart-
oil ment in Orlando, Fort Iauderdale, Saint

Petersburg, and Fort Myers.
ir An evaluation of the revised SO, limits
B- and their effect can be had by consulting
At personnel of the Agency's Region IV Air
)s Programs Office at the Atlanta address
- given above (404/526-3043).
id Interested persons are encouraged to
Is submit written comments on these plan
le revisions, and all relevant comments will
a be weighed carefully by the Agency be-
P- fore it takes action on the Florida pro-

posals. To be congidered, comments must
.d be received on or before April 28, 1975,
1t- and should be addressed to the Acting
ic Director of the Agency's Region IV Air
)n Programs Ofce at the Atlanta address
he given above. It is the Administrator's
Oh, tentative judgment that these two revi-
1, sions satisfy the requirement-of section
of 110(a) of the Clean Air Act and the Im-
id plementing regulations of 40 CFR Part
ie 51, and that they are thus approvable.
!d (See. 110(a) of the Clean Air Act (42 U.S.C.
tY 1857c-S(a)))
al
Is# Dated: March 14, 1975.
1- ,1 JACK E. RAVAN,
I- Regional Administrator, Region V.
cd [FR Doc.75-8017 Filed 3-26-75;8:45 am]

ly
5- 40 CFR Part 52]
on [FRL 351-71
I-
c-- IMPLEMENTATION PLANS
ri " Maryland: Proposed Revision
le On April, 24, 1974 and December 11,
Ia 1974, the Governor of the State of Mary-
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land submitted proposed revisions to the -
approved Maryland State Implementa-
tion Plan. These proposed revision cov-
ered a wide variety of additions, changes
and deletions to Maryland Regulatious
10.03.35 through 10.03.41 inclusive.

Arr 24, 1974 SU2=rrAL
The April 24. 1971 submittal covered the

following topic3: ,
(1) Numerous amendments and changes

to the Transportation Control Plans for the
Metropolitan Baltimore Inta-State and the
National Capital Inter~tate Air Quality Con-
trol Regions. Thense included revisions to the
regulations governing Gasoline Transfer Va-
por Control, Control of Evaporative Losses
from Vehlcular Tanks, Control of Dry Clean-
Ing Solvent Evaporation and Control and
Prohibition of PhotochemIcally Reactive
Organic Solvents;

(2) A number of proposed revisions to
Maryland Regulation 10.03.35 governing the
control of air pollution In the State of Mary-
land. Theso revisions included additions to
the "Definltions" section of the plan; changes
to the Air Pollution Episode Criteria- dele-
tion of the entire section dealing with Prior
Registration of Proposed Installations; a re-
vision to the requirements for the registra-
tion of existing facilitles; delineation of test-
ing procedures for new and existing station-
ary emLon aources; and a varlety of changes
to the rource permitting procedures;

(3) Revisions to Maryland Regulations
10.03.36,10.03.37,10.03.40 and 10.03.41 govern-
ing the control of air pollution in Maryland
Areas I, II, V and VI. These proposals in-
cluded changes to the particulate matter
regulations dealing with pathologital incn--
erator; a revision in the definition of "photo-
chemical oxidants"; and additions and
changes to the methods for measurement of
ambient air quality;

(4) Revisions to Maryland Regulations
10.03.38 and 10.03.39 governing the control of
air-pollution in Maryland Areas III and IV
(the Metropolitan Baltimore Intrastate and
the Maryland portion of the National Capital
Interstate Air Quality Control Regions).
Theo revisions included renumbering of cer-
tain parts of 10.0328.03 and 10.03.39.03. deal-
ing with the control and prohibition of Par-
ticulato Matter Emlssions; a major addition
to Maryland Regulations 10.03.38.04B, dealing
with Sulfur Oxides from the burning of fuel
which revles that section by limlting the
sulfur In process ga e used as fuel in exist-
ing Installations to 0.3 percent by weight; re-
visions to the pertinent regulations dealing
with Nltrogen Oxides Emission from Nitric
Acid Plants; changes to the sections dealing
with the prohibition of certain incinerators
to exempt pa thological incinerators; and
numerous changes to Tables 1 and 3 of the
Maryland Regulations concerning Emission
and Dust Collector Performance Standards.

On April 26, 1974, the State of Mary-
land provided certification to the Admin-
istrator that, after having given adequate
notice to the public, hearings on these
amendments took place on August 10,
1973 and November 30, 1973, in -Balti-
more, Maryland; August 9, 1973, in
Greenbelt, Maryland; and November 30,
1973, in Bethesda, Maryland.

Those sections of the April 24,1974 sub-
mittal dealing with changesto the Trans-
portation Control Plans for the Metro-
poltan Baltimore and the Maryland
portion of the National Capital AQCR's
were proposed as revisions to the ap-
proved Maryland State Implementation
Plan on August 29, 1975 (39 FR 31533),
as corrected on October 1, 1974 (39 FR
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35386). The portions of the proposal
dealing with the control and prohibition
of photochemically reactive solvents was
subsequently withdrawn on January 1S,
1975 (40 FR 2448) due to several objec-
tions, including lack of juitification of
the stated cutoff size between regulated
and unregulated sources, the vagueness
of the criteria upon which the definition
of "average daily emissions" was based,
and the lack of specificity of the-time
period ovet which the emissions would be
measured to determine whether they are
in violation or not.

DECEMBEIL 11, 1974 SUB uTTAL.

The December 11, 1974 submittal covered
the following topics:

1) Renumbering and additions to Mary-
land Regulations 10.03.35.01, "Definitions";

2) A number of changes to Mlaryland Reg-
ulations 10.03.36 through 10.03.41 Inclusive.
These revisions included a change to section
10.03B(2)o (1) and (2) of Maryland Regula-
tions 10.03.36 through 10.03.41 nclusive,
which would require dust collecting devices
on certain niew fuel burning equipment; a
deletion of the 0.5 percent Sulfur Control
Requirements for Residual Fuel Oil Burning
in all areas in the State of Maryland; and a
change In section 10.03D (1), (2) and (3) of
Mlaryland Regulations 10.03.36 through 10.
03.41 inclusive to prohibit certain new fuel
burning equipment including rotary cup
burners.

3) Various changes to laryland Regula-
tions 10.03.38 and 10.03.39 dealing with the
control of air pollution in tlie Baltimore and
Washington AQCt's. These revisions Include
the proposed phaseout of existing rotary
cup burner installations; changes to sections
10.03.38(1)ab and 10.03.39(1)ab to require
dust collectors 'for certain fuel burning
equipment;, and additions to 10.03.38.03B(6)
a,c and 10.03.39.03B(6)ac to exempt inter-
ruptiblo gas area units and rotary -cup
burners with collectors from the phaseout
requirements of subsection .03B; and changes
to 10.03.38/10.03.39.06E (1), (3) to prohibit
certain new residual fuel boilers.

On December 17, 1974, the State of-
Maryland submitted proof that hearings
regarding these amendments, took place
on August 6, 1974, In Takoma Park,
Maryland, and on August 7, 1974, in Bal-
timore, Maryland, after appropriate 30-
day notices.

On January 30, 1975 (40 FR 4447), the
December 11, 1974 submittal was pro-
posed as a revision to the approved
Maryland State Implementation Plan,
and the public was offered a 30-day
period In which to comment. The first
purpose of today's office is to' make
several clarifications and corrections to
the January 30, 1975 notice, and to offer
the public an opportunity to comment
on these changes. The clarifications and
corrections are summarized as follows:

It should first be clarified that sections
of the December 11, 1974 submittal, as
proposed on January 30, 1975, further
revise certain parts of the April 24,
1974 submittal as proposed here today.
Where this is the case, It is the Ad-
ministrator's intent to review the
April 24, 1974 and December 11, 1974
submittals as one comprehensive set of
revisions to the Maryland Implementa-
tion Plan. This will avoid confusion In
those cases where the same regulation

was revised twice, once in the April 24,
1974 submittal and, again, in the De-
cember 11, 1974 submittal. This inten-
tion to review both submittals together
is for administrative ease and should
.not be interpreted to mean that the Ad-
ministrator cannot or will not approve or
disapprove discrete portions of the two
submittals where he deems it appropriate
to do so.

Second, it was proposed in the Janu-
ary 30, 1975 (40 FR 4447) notice to post-
pone implementation of the 0.5 percent
sulfur-in-fuel content requirement until
1980. This proposal was based on EPA's
understanding that the State had sub-
mitted a.'Postponement of the 0.5 per-
cent sulfur-in-fuels requirement when,
in fact-the State's submittal and a letter
dated February 20, 1975, from the Mary-
land BAQC indicated the State's inten-
tion to request a deletion of this require-
ment. This misunderstanding apparently
arose from the fact that the State had
intended to submit for public hearing a
deletion of the 0.5 percent sulfur-infuel
oil requirement from the Federal Imple-
mentation Plan on the ground that it
was unnecessary for the attainment of
federal air quality standards, and a post-
jponement of the requirement in the
State regulation on the ground that it
might eventually be necessary to attain
the more stringent state air quality
standards. EPA has examined eomnents
received at the public hearing and de-
termined that deletion of the 0.5 percent
sulfur-in-fuel oil requirement was dis-
cussed. However, because of any con-
fusion which may have resulted from
this distinction between the contents of
the State's regulations and its Federal
Implementation Plan, EPA is particularly
interested In receiving comments on the
deletion of the 0.5 percent sulfur-in-fuel
oil requirement.

Third, it should be noted that the
Maryland Implementation Plan present-
ly contains a compliance schedule pro-
mulgated by the Administrator to assuire
compliance with the 0.5 percent sulfur-
n-fuel regulation. If that regulation is

deleted. pursuant to this proposal the
compliance schedule contained at 40 CFR,
52.1080(b) will also be deleted since it
will no longer be required. Such dele-
tion of the compliance schedule is there-
fore proposed by this notice.

The second purpose of this notice
s to give the public an opportunity to

'comment on those portions of the
April 24, 1974 submittal not already pro-
posed in the August 29, 1974 or October 1,
1974 notices.

Copies of these proposed revisions, cor-
rections, changes, and all accompanying
correspondence and data are available
for public inspection during normal busi-
ness hours at the offices of EPA, Region
31:L Curtis Building, Sixth and Walnut
Streets, Philadelphia, Pennsylvania
19106; in the offices of the Maryland Bu-
reau" of Air Quality Control, 610 North
Howard Street, Baltimore, Maryland
21201; and the Freedom. of Information
Center, EPA, 401 M Street. SW., Wash-
ington, D.C. 20460. All comments should
be directed to the Director, Air and Haz-

ardous Materials Division, Environmen-
tal Protection Agency, Region III, Curtis
Building, Sixth and Walnut Streets,
Philadelphia, Pennsylvania 19106 (AH
001.Md). Only comments received on or
before April 28, 1975 will be considered.
The Administrator's decision to approve
or disapprove the proposal will be based
on whether it meets the requirements of
section 110 of the Clean Air Act and 40
CFR Part 51, Requirements for the Prep-
aration, Adoption and Submittal of State
Implementation Plans.
(42 U.S.C. 1857 c-5)

Dated: March 14.1975.
A. R. Monnis,

Acting Regional Administrator.
[FR Doc.7-8016 Piled 3-26-75;8:46 am]

FEDERAL ENERGY
ADMINISTRATION

E 10 CFR Part 212 ]
MANDATORY PETROLEUM PRICE

REGULATIONS
Proposed Rulemaking and Public Hearing

The Federal Energy Administration
hereby giveg notice of a proposal to
amend Part 212 of Title 10 of the Code
of Federal Regulations to revise the
mandatory petroleum price regulations
applcable to producers of crude petro-
leum. The FEA will receive written com-
ments and. hold a public hearing with
respect to this proposal.

I. Retroactive invoicing for domestic
crude petroleum. The purpose of this
notice is to propose amendments to the
regulations (effective today, if adopted)
to limit the extent to which prices for or
amounts of new and released domestic
crude petroleum may be retroactively in-
creased through retroactive invoices,. In
specific cases that have been brought to
the attention of the FEA, such retro-
active invoicing has covered periods of up
to eighteen months and significant vol-
umes of crude oil. Such retroactive In-
voicing takes place either through retro-
active recertification of volumes of new
and released crude petroleum included
In previous transactions, or through a
retroactive increase in price, above that
which prevailed when the crude oil was
sold.

Pr6ducers of domestic crude petroleum,
in order to charge , price in excess of the
ceiling price established by § 212.73, must
certify pursuant to the provisions of
§ 212.131 that the volumes for which a
higher price Is charged are either strip-
per well, new, or relcased crude potro-
leum. When this volume certification re-
quirement was first implemented, it rep-
resented a significant departure from
industry practice and required various
determinations to be made prior to cer-
tification. *This fact may account for
delays at the beginning of this program.
However, this reason no longer obtains
with the same degree of force,

Retr6active invoicing which simply In-
creases the price of crude oil over that
which prevailed on the date the crude
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oil. was first purchased sometimes takes
the form of a final invoice for volumes
that had been only provisionaly invoiced,
or the additional amounts are sometimes
simply added to the initial invoice.

Both forms of retroactive invoicing
may tend to have an adverse effect on
those -refiners, especially small.refiners,
that rely in large measure upon domes-
tic crude petroleum. Resellers of do-
mestic crude petroleum may also be
adversely affected. In either case, if the
purchasers to whom refined petroleum
products or crude oil have already been
sold by refiners or resellers which re-
ceive retroactive price increases are un-
willing, in turn, to increase retroactively
the prices they have paid, the refiners or
resellers which receive xetroactive price'
increases are in the position of having
increased costs for crude oil which can
be recovered, if at all, only in prices
charged insubsequent sales. Ini any event,
the retroactively invoiced prices are costs
incurred currently with respect to crude
petroleum received, and refined or resold
in preceding months, which costs should
more properly have been incurred i4 the
months when the crude oil was pur-
chased or landed and passed through in
the following months.

I. Proposed amendments. The FEA
therefore proposes to amend Subpart D
of 10 CF Part 212 to limit extent to
which the retroactive invoices may be
used, in order to alleviate the problems
described above.

The FEA proposes, therefore, to amend
the definitions of "new crude petroleum"
and "released crude petroleum" in
§ 212.72 to exclude those volumes that
are not certified as new and released
crude petroleum within the two-month
period immediately-following the month
in which the petroleum is produced and
sold. Because "old crude petroleum" is
defined in that same section as the total
volume of crude petroleum produced and
sold from a property in a specific month
less the volumes of new and releasced
crude petroleum, this means that all vol-
umes not certified as new and released
crude petroleum within the two-month
period following the month in which they
were produced and sold would therefore
be old crude petroleum. This amendment
should remove any incentive to unduly
delay certification of volumes, ,as any
volumes which became old crude petrole-
um by delay .in certification, as provided
by the propose regulation, would then
be subject to the ceiling price rule of
§ 212.73.

The PEA also proposes to amend
§ 212.74 to prohibit any producer from
-charging or accepting a retroactive in-
crease in the price of new or released
domestic crude petroleum. This amend-
ment is intended to- address both the
situation where the producer initiates a
retroactive increase in price and the sit-
uation where the retroactive posting is
initiated by a purchaser.

These tVo proposed amendments,
taken together, should operate to bring
the incurrence of costs more closely into
line with the time of purchase of domes-

tic crude petroleum and should lead to
increased price stability and reliability.
They should also facilitate the smooth
implementation of the program to al-
locate old oil, by providing a degree of
certainty otherwise lacking with respect
to volumes of new, released, and old
crude petroleum.

MI. General-A. Effective date. The
regulation changes proposed today will,
if adopted, be effective as of the date of
this notice. This is necessary In order
to avoid the circumvention of the regula-
tions which might otherwise occur be-
tween this date and the date of the adop-
tion of the final regulation. The PEA
wishes to avoid providing an incentive
for disruptive retroactive price increases
during the period that this rulemaking is
pending.

B. Procedures for written comments
and public hearing. Interested persons
are invited to participate in this rule-
making by submitting data, views, or
arguments with respect to the proposed
regulations set forth in this notice to
Executive Communications, Room 3309.
Federal Energy Administration, Box CN,
Washington, D.C. 20461.

Comments should be Identified on the
outside of the envelope and on docu-
ments submitted to FEA Executive Com-
munications with the designation "Ret-
roactive Increases in the Price of
Domestic Crude Petroleum." Fifteen
copies should be submitted. All comments
received by Thursday, April 10, 1975 be-
fore 4:30 p.m., e.d.t. and all relevant
information, will be considered by the
Federal Energy Administration before
the final action Is taken on the pro-
posed regulations.

Any information or data considered by
the person furnishing It to be confidential
must be so Identified and submitted In
writing, one copy only. The PEA reserves
the right to determine the confidential
status of the information or data and to
treat it according to that determination.

The public hearing in this proceeding
will be held at 9:30 am., e.d.t., on Tues-
day, April 15, 1975 and will be continued,
if necessary on Wednesday, April 16,
1975 at Room 2105, 2000 M Street
NW., Washington, D.C., in order to re-
ceive comments from interested persons
on the matters set forth herein.

Any person who has an interest in the
proposed amendments issued today, or
who is a representative of a group or
class of persons that has an interest in
today's proposed amendments, may make
i written request for an opportunity to
make oral presentation. Such a request
should be directed to Executive Commu-
nications, PEA, and must be received be-
fore 4:30 p.m., e.d.t., on Tuesday, April 8,
1975. Such a request may be hand de-
livered to Room 3309, Federal Building,
12th & Pennsylvania Avenue, NW..
Washington, D.C., between the hours of
8 a.m. and 4:30 p.m., Monday through
Frday. The person making the request
should be prepared to describe the In-
terest concerned; if appropriate, to state
why he is a proper representative of a
group or class of persons that has such

an interest; and to give a concise sum-
mary of the proposed oral presentation
and a phone number where he may be-
contacted through Monday,. April 14,
1975. Each person selected to be heard
wi~lbe so notified by the PEA before 4:30
p., e.d.t., Thursday, April 10, 1975 and
must submit 100 copies of his statement
to Executive Communications, FEA,
Room 2214. 2000 M Street, NW., Wash-
ington, D.C. 20461, before 4:30 p.m., e.d.t.,
on Monday, April 14,1975.

The FEA reserves the right to select
the persons to be heard at these hearings,
to schedule their respective presentations
and to establish the procedures govern-
ing the conduct of the hearings. The
length of each presentation may be lim-
Ited. based on the numbpr of persons re-
questing to be heard.

An PEA official will be designated to
preside at the hearings. These will not
be Judicial or evidentlary-type hearings.
Questions may be asked only by those
conducting the hearings, and there will
be 33o cross-exqmination of person pre-
seating statements. Any decision made
by the FEA with respect to the subject
matter of the hearings will be based on
all information available to the FEA. At
the conclusion of all initial oral state-
ments, each person who has made an oral
statement will be given the opportunity,
if he so desires, to make a rebuttal state-
ment. The rebuttal statements will be
given in the order in which the initial
statements were made and will be sub-
ject to time limitations.

Any interested person may submit
questions, to be asked of any person mak-
ing a statement at the hearings, to Exec-
utive Communications, FEA, before 4:30
p.m., e.d.t. Friday, April 11, 1975. Any
person who wishes to ask a question at
the hearings may submit the question,
in writing, to the presiding officer. The
PEA or the presiding officer, if the ques-
tion is submitted at the hearings, will de-
termine whether the question is relevant
and whether the time limitations permit
It to be presented for answer.

Any further procedural rules needed
for the proper conduct of the hearings
will be announced by the presiding offi-
cer.

A transcript of the hearings will be
made and the entire record of the hear-
ings, including the transcript, will be re-
tained by the PEA and made available
for Inpection at the Administrator's Re-
ception Area, Room 3400, Federal Build-
ing. 12th & Pennsylvania Avenue, NW..
Washington, D.C., between the hours of
8 am. and 4:30 p.m., Monday through
Friday. Any person may purchase a-copy
of the transcripb from the reporter.

As required by section 7(c) (2) of the
Federal Energy Administration Act of
1974, Pub. L. 93-275, a copy of this no-
tice has been submitted to the Admin-
istrator of the Environmental Protec-
tion Agency for his comments concern-
Ing the impact of this proposal on the
quality of the environment. The Admin-
istrator had no commeits on this pro-
posal.
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(Emergency Petroleum Allocation Act of 1973
as amended, Pub. T. 93-169, as amended by
Pub. L. 93-511; Federal Energy Admlnistra-
tion Act of 1974, Pub. ,. 93-275; E.O. 11790,
39 FPR 23185).

In consideration of the foregoing, it
is proposed to amend Part 212, Chapter
II of TItle 10 Code of Federal Regula-
tions, as set forth below.

Issued in Washington, D.C., March 23,
1975.

ROBERT E. MONTGOMERY, Jr.,
General Counsel,

Federal Energy Administration.

1. Section 212.72 is amended by:
a. Adding a sentence at the end of the

definition of "new crude petroleum" to
read as set forth below.

b. By adding a sentence at the end of
the definition of "released crude petro-
leum" to read as set forth below.

c. By adding, in the appropriate alpha-
betical order, a definition of "Retroactive
increase in price" to read as set forth
below.
§ 212.72 Definitions.

"New crude petroleum" shall not in-
clude any number of barrels not certi-
fied as such pursuant to the provisions
of § 212.131(a) within the consecutive
two-month period immediately succeed-
ng the month In which the crude petro-

leum is produced and sold.
* S * * *

"Released crude petroleum" shall not
include any number of barrels not cer-
tified as such pursuant to the provisions
of § 212.131(a) within the consecutive
two-month period immediately succeed-
ing the month in which the crude petro-
leum is produced and sold.

"Retroactive increase in price" means
any price charged or offered in excess of
the highest posted price prevailing at 6
a.m., local time, on the date the domestic
crude petroleum was sold, for that grade
of crude petroleum at that field, or If
there are no posted prices in that field,
the related price for that grade of do-
mestic crude petroleum which is most
similar in kind and quality at the nearest
field for which prices are posted.

* * * S *

2. Section 212.74 is revised to read as
follows:

§ 212.74 New and released crude pero-
I.u.n

Notwithstanding the provisions of
§ 212.73(a), a producer of crude petro-
leum may sell in each month, without
respect to the ceiling price, the new crude
petroleum and the released crude petro-
leum produced and sold from a property
in that month; Provided, That no pro-
ducer may charge or accept a retroactive
increase in price for new crude petro-
leum and released crude petroleum.

[FR Doc.75-8037 Filed 3-26-75;8:45 am]

10 CFR Parts 212,213J
PROGRAM TO REDUCE IMPORTS OF FOR-

EIGN CRUDE OIL AND PETROLEUM
PRODUCTS

Rescheduling of Public Hearing and
Extension of Comment Period

On March 13, 1975 the Federal Energy
Administration issued a notice proposing
amendments to §§ 212.31, 212.83," and
213.35 (40 FR 12287, March 18, 1975).
The closing date for comments was to be
March 28, 1975, and a public hearing
was scheduled for March 27 and 28, 1975.

As to the proposed amendments to
§§212.31, 212.83, and the conforming
amendments to § 213.35 (which relate to
the pricing of residual fuel oil, to dis-
proportionate allocation of costs to
domestically refined gasoline, and to
relatively higher fees for imported gaso-
line than for other imported products),
in response to a number of requests, the
comment period is hereby extended until
April 14, 1975 and the hearing is hereby
rescheduled for April 17 and 18, 1975. Re-
quests for an opportunity to make an
oral presentation must be received before
4:30 p.m., e.d.t., on April 9, 1975 and
should include the telephone number
through April 15, 1975 of the person mak-
ing the request. Persons selected will be
notified by FEA before 4:30 pm., e.d.t.,
April 11, 1975.

Interested persons are invited to par-
ticipate in this rulemaking by submitting
data, views, or arguments with respect to
the proposed regulations set forth In this
notice 'to Executive Communications,
room 3309, Federal Energy Adminitra-
tion, Box .CO, Washington, D.C. 20461.

As to the proposed amendments to
§ 213.35 discussed. in Section II of the
March 13, 1975 notice, the comment
pero'd will close and hearings will be
held as originally scheduled.

Issued in Washington, D.C., March 24,
1975.

ROBERT E, MONTGOMERY, Jr.,
General Counsel,

Federal Energy Administration.
[F Doc.754-7971 P iled 3-24-75; 1:49 pm]

FEDERAL RESERVE SYSTEM

[ 12 CFR Part 213 ]
FOREIGN ACTIVITIES OF NATIONAL

BANKS
Proposed Rulemaking

In response to requests received from
member banks, the Board of Governors
of the Federal Reserve System is consid-
ering amending Part 213 (Regulation M)
pursuant to section 25 of the Federal Re-
serve Act, 12 U..C. 604(a). That section
allows the Board, by regulation, to au-
thorize foreign branches of member
banks, subject to certain limitations and
conditions, to exercise, In addition to
their charter powers, such further powers
as may be usual in connection with the
transaction of the business of banking

in the places where such foreign branches
transact business.

The first proposed amendment would
increase from $50,000 to $100,000 the
amount of credit which a foreign branch
of a member bank may extend to an ex-
ecutive officer of the branch In order to
finance the acquisition or construction of
living quarters to be used as his residence
abroad, provided each such credit exten-
sion Is promptly reported to Its home of-
fice. This proposal has the effect of re-
lieving a restriction and It Is not, there-
fore, necessary that it be published for
comment, 5 U.S.C. 553(d), The Board
feels, however, that In order to determine
an appropriate figure It would be In the
public interest to receive comments on
this matter from interested persons.

The second proposed amendment would
allow foreign branches of member banks
to engage in Insurance agency and
brokerage activities where such activities
are usual in connection with the trans-
action of the business of banking In the
place where the foreign branch transacts
its business.

To aid in the consideration of these
matters by the Board, interested persons
are invited to submit relevant data, views,
or arguments. Any such material should
be submitted in writing to the Secretary,
Board of Governors of the Federal Re-
serve System, Washington, D.C. 20551.
All material submitted on or before
May 9, 1975, will be considered by the
Board.

PART 213-FOREIGN ACTIVITIES OF
NATIONAL BANKS

To implement Its proposal, the Board
would amend § 213.3(b) by substituting
the figure $100,000 for the figure $50,000
in subparagraph (6), by substituting a
semicolon for a period at the end of sub-
paragraph (7), and by adding a new sub-
paragraph (8).

As amended, § 213.3(b) would read as
follows:
§ 213.3 'Foreign branches.

(b) Further 13owers of forcign
branches. In addition to Its other powers,
a foreign branch may, subject to §§ 213.-
3(c) and 213.6 and so far as usual in con-
nection with the transaction of the busi-
ness of banking in the places where It
shall transact business:

(6) Extend credit to an executive offi-
cer of the branch in an amount not to
exceed $100,000 or Its equivalent In order
to finance the acquisition or construction
of living quarters to be used as his resi-
dence abroad, provided each such credit
extension is promptly reported to its
home office;

(7) Pay to any officer or employee of
the branch a greater rate of interest on
deposits than that paid to other de-
positors on similar deposits with the
branch;
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(8) Act as insurance agent or broker.
By order of the Board of Governors,

March 21, 1975.
ISEAL]" THEODORE . AWSON.

Secretary 01 the Board,.
[FR Doc.75-7989..led 3-26--75;8:45 am]

SECURITIES AND EXCHANGE
COMMISSION

[ 17 CFR Part 249]
[Release; No. 34-11308; File S7-5581

SECO BROKERS AND DEALERS
REPORTS

Initial Fees and Annual Assessments
The Securities and Exchange Commis-

sion has announced a proposal to modify
the fees and assessments payable to the
Commission by registered broker-dealers
who are not members of the National
Association of Securities Dealers,. Inc.
("nonmember" or "SECO" broker-
dealers).

Sections 15(b) (8) and 15(b) (9)-of the
Securities Exchange Act of 1934/("the
Act") authorize the Commission to col-
lect such reasonable fees and charges
as may be necessary to defray the costs
of additional regulatory duties required
to- be performed with respect to non-
member broker-dealers. Pursuant to
these sections of the Act the Commis-
sion has adopted Rule 15b9-1 (17 CFR
249.15b9-1) to establish initial fees for
firms and Rule 15b9-2 (17 CFR 249.15b
9-2) to provide for annual assessments.
This proposal deals with the amendment
of Form SECO-2 (17 CER 249.50-2) under
Rule 15b9-1, which sets initial fees paid
by SECO broker-dealers on behalf of
new associated persons, and tl~e adop-
tion of Form SECO-4-75 (17 CFR 249.
5041) under Rule 15b9-2, which would
establish the levels for annual nonmem-
ber firm assessments for the current
fiscal year. The form (Form SECO-5)
(17 CFB 249.505) setting initial fees
payable on behalf of new associated
persons would not be changed

In general, Form SECO-2 now pro-
vides for an initial fee payable by SECO
broker-dealers for new associated per-
sons of $35. Form SECO-4-74, covering
fiscal 1974, provided for an annual assess-
ment payable by SECO broker-dealers
comprised of: (1) a base fee of $250 ap-
plicable to all such brokers or dealers;
and (2) a fee of $12 for each associated
person engaged directly or indiectly In

'The initial fee reqlfIred to be paid by
SECO broker-dealers is $500.

securities activities during the year on
behalf of the broker-dealer.
PRQPOSED IZU IL F=s 7Oi NoNuMMaR

- BaOura-D .a

Rule 15b9-1 provides that every non-
member broker or dealer registered with
the Commission shall file a Form SECO-2
on behalf of each associated person and
pay to the Commission the fee prescribed
by the form. This fee, to be set forth on
the proposed revised Form SECO-2,
would be $50.
- PROPOSED AI4uAL Assussum.-is ron

FzscaL YFAR 1975
Eachfiscal year the annual assessment

is set forth on a Form SECO-4 for that
particular year. This year's assessment,
to be set forth on Form SECO-4-75.
would include a base charge of $250 and
an assessment of $15 for each associated
person. The increases In the associated
person assessment and the SECO-2
charge have been necessitated by the in-
creased costs to the Commission in ad-
ministering the SECO program.

TEXT OF PROPOSED RuLE
The Securities and Exchange Commis-

sion, acting pursuant to the provisions
of the Securities Exchange Act of 1934,
and particularly sections 15(b) and 23
(a) thereof, hereby proposes to amend
Part 249 of Title 17 of the Code of Fed-
eral Regulations by adopting § 249.5041
as follows:
§ 249.5041 Form SECO--75, 1975

assessment and information form for
registered brokers and dealers not
inemLers of a registered national
securities association.

This form shall be filed on or before
June 1, 1975, pursuant to § 240.15b9-2 of
this chapter, accompanied by the annual
assessment fee required thereunder, for
the fiscal year ended June 30, 1975, by
every registered broker and dealer pot a
member of a registered national secu-
rities association.

The Commission proposes the fore-
going to be effective June 1, 1975. All in-
terested persons may submit their com-
ments to the Commission at its office in
Washington, D.C. 20549 no later than
April 16, 1975. All comments should refer
to FIle No. 87-558. Copies of the pro-
posed Form SECO-4 (17 CFR 249.5041)
and Form SECO-2 (17 CFR 249.502) to
be amended have been filed with the Of-
fice of the Federal Register, and addi-
tional copies are available on request
from the Commission at the above ad-
dress.

13525

(See. 15(b). 48 Stat. 895, as amended, 78
Stat. 505, 15 U.S.O. 78o; Sec. 23(a) 48 Stat.
901. as amended, 49 Stat. 1379, sec. 8, 15
U.S.C. 78w.)

By the Commission.
Dated: March 21, 1975.
rsL]L GEOROE A. FnTszmmoNs,

Secretary.
[FR D=c.75-8036 Filed 3-26-'5;8:45 am]

DEPARTMENT OF HOUSING' AND
URBAN DEVELOPMENT

Federal Insurance Administration

[24 CFR Part 1917]
[Docket No. P1-529]

NATIONAL FLOOD INSURANCE PROGRAM
Proposed Flood Elevation Determinations

for the City of Lamesa, Dawson County,
Texas
The Feder l Insurance Administrator,

in accordance with section 110 of the
Flood Disaster Protection Act of 1973
(Pub. L. 93-234), 87 Stat. 980, which
added section 1353 to the National Flood
Insurance Actof 1968 (Title I of the
Housing and Urban Development Act of
1968. Pub. L. 90-448), (42 U.S.C. 4001-
4128), and 24 CPR Part 1917 (§ 1917.4
(a)), hereby gives notice of his pro-
posed determinations of flood elevations
for the City of Lamesa, Texas.

Under these Acts, the Administrator,
toOWhom the Secretary has delegated his
statutory authority, must develop cri-
teria for land management In flood-
prone areas. In order -to participate in
the National Flood Insurance Program,
the City of LTamesa must adopt flood
plain management measures that are
consistent with the flood elevations de-
terminedby the Secretary.

Proposed food elevations (100-year
flood) are listed below for selected loca-
tions. Maps and other information
showing the detailed outlines of the
flood-prone areas and the proposed flood
elevations are available for review at
City Hall, 310 South Main Street, La-
mesa, Texas. 1

Any person having knowledge, infor-
mation, or wishing to make a comment
on these determinations should immedi-
ately notify Mayor Lloyd Cline, City
Hall, 310 South Main Street, Lamesa,
Texas 79331. The period for comment
will be ninety days following the sec-
ond publication of this notice in a ifews-
paper of local circulation in the above-
named community.

The proposed 100-year flood elevations
are:
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Width-From shorelino or bank of
strem (facing downstream) to

Souroofflooding Location Elevatlon- 100-yr flood boundary (feet)
fot above

mncanealevel Right Left
Sulfur Springs drew ....-... Avenue S.... --- - 2948. 7 ISO 50

HilsdeDr..- -. 2948. 4 220 180
Ist St ------------- -- 2947.8 290 100
South 2d St ....... . .- 2942 8 325 200
Avenue O ...------- : 2941.0 320 110
Avenue N ..................-- 2940. 6. 320 120
Avenue AL -..--------......-- 2940.4 310 125
Avenue L -------------------- 2940.0 300 140
Avenue K - .----------- - 2939.8 220 210
Byran Ave ----------------- 2939.6 60 120
South 9th St -------- 2630. 5 1270 430
Houston Ave .----- - 29-----.. 35. 0 110 320Playa Lake (Oth St.) ----------- North 9th St . .. ..... 2977.0 2e30 110
Houston Ave ...... -........... 277.0 o340 &80

Playa Lake (Elgin and North Elgin Ave ------ .-----. 2080. 0 '250 '220
7th St.). North 7th St ----------------- 2986.0 '400 1440
1 Measured along South 10th St.2 

Measured east from Houston Ave.
3 Measured west from Houston Ave.
4Measured south from center of 9th St.
& Measured north from center of 9th St.
0 Measured north or east from center of North 7th St. and Elgin Ave. Intersection.7
Measured south or west from center of North 7th St. and Elgin Ave. Intersection.

(National Flood Insurance Act of 1968
(Title I of Housing and Urban Develop-
ment Act of 1968), effective January 28, 1969
(33 Fn 17804, November 28, 1968), as
amended; (42 U.S.C. 4001-4128); and Secre-
tary's delegation of authority to Federal In-
surance AdminIstrator 34 FA 2680, February
27, 1969, as amended by 39 FR 2787, January
24, 1974.)

Issued: March 14, 1975.

J. POBERT HUNTER,
Acting Federal Insurance

Administrator.
[FR Doc.75-7820 Filed 3-26-75;8:45 am]

[24 CFR Part 1917]
[Docket No. FP-531]

NATIONAL FLOOD INSURANCE PROGRAM

Proposed Flood Elevation Determinations
for the Borough of Sea Girt, Monmouth
County, New Jersey

The Federal Insurance Administrator,
in accordance with section 110 of the
Flood Disaster Protection Act of 1973
(Pub. L. 93-234), 87 Stat. 980, which
added section 1363 to the National Flood
Insurance Act of 1968 (Title XIII of the
Housing and Urban Development Act of
1968 Pub. L. 90-448), (42 U.S.C. 4001-
4128), and 24 CFR Part 1917 (§ 1917.4

(a)), hereby gives notice of his proposed
determinations of flood elevations for the
Borough of Sea Girt, New Jersey.

Under these Acts, the Administrator,
to whom the Secretary has delegated his
statutory authority, must develop cri-
teria for land management In flood-
prone areas. In order to participate In
the National Flood Insurance Program,
the Borough of Sea Girt must adopt flood
plain management measures that are
consistent with the flood elevations de-
termined by the Secretary.

Proposed flood elevations (100-year
flood) are listed below for selected loca-
tions. Maps and qther information show-
ing the detailed outlines of the flood-
prone areas and the proposed flood eleva-
tions are available for review at Borough
Hall, Sea Girt, New Jersey 08750.

Any person having knowledge, infor-
mation, or wishing to make a comment
on these determinations should immedi-
ately notify Mayor Thomas Black, Bor-
ough Hall, Sea Cirt, New Jersey 08750.
The period for comment will be ninety
days following the second publication of
this notice in a newspaper of local circu-
lation in the above-named community.

The proposed 100-year flood elevations
are:

Elevation- Width-From shoreline or bank of
Source of flooding Location Feet above stream (facing downstream) to

man sea 100-yr flood boundary (feet)
level

• Atlantic Ocean and Wreck
Pond.

The Terrace ............
Ocean Ave -------------
5th Ave ....................
4th Ave ---------------------
3d Ave .....................
2 d A ve .....................
1st Ave ....................
Beacon Blvd ...............
Chicago Blvd .............
Brooklyn Blvd -------------
Now York Blvd ------------
Baltimore Blvd -------------
Manasquan Turnpike .....
New York a Long Branch
ItR.

Philadelphia Blvd -------
Trenton Blvd -...........
Stockton Blvd --------
Neptune P1 . .
Sea Side PL ....--------- -
3d Ave ....................

2d Ave ..................

1st Ave ----------------- -
Morven Ter-
Sea Girt Ave - ...

10 Entire street.
10 Entire street.
10 To 100 It southwest of the Terrace.
10 Do.
10 To 150 It southwest of the Terrace.
10 To 125 ft southwest of the Terrace.
10 To 225 it southwest of the Terrace.
10 To 175 ft northwest of Ocean Ave.
10 To 100 It northwest of Ocean Ave.
10 To 150 it northeast of Ocean Ave.
10 To 400 it northwest of Ocean Ave.
10 To 425 ft northwest of Ocean Ave.
10 To 525 ft southwest of corporate limits.
10 To 500 ft southwest of corporate limlts.

10 To 400 ft northwest of Ocean Ave.
10 To 300 It northwest of Ocean Ave.
10 To 200 it northwest of 3d Ave.
10 To 100 ft northwest of 2d Ave.
10 To 350 It northwest of 1st Ave.
10 From 125 ft southwest of Stockton

Blvd. to 100 ft northeast of Stockton
Blvd.

10 From 75 ft southwest of Neptune PI
and ends 130 It northeast of Stockton
Blvd.

10 To 200 it northeast of Stockton Blvd:
10 Entire road.
10 To 350 ft northeast of Ist Ave;
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(National Flood Insurance Act of 1968
(Title x of Housing and Urban Develop-
ment Act of 1968), effective January 28, 1969
.(33 a 17804. November 28, 1968). as
amended; (42 U.S.C. 4001-4128); and Secre-
try's delegation of authority to Federal In-
surance Administrator 34 FR 2680. February
27. 1969, as amended by 39 FR 2787, January

- 24,197C)

Issued: March 14,1975.
J. POBERT HUNTER,

Acting Federal Insurance
Administrator.

[R Doc.75-7821 Filed 3-26-75;8:45 am]

[24 CFR Part 1917]
[Docket No. 1I-534]

NATIONAL FLOOD INSURANCE PROGRAM

Proposed Flood Elevation Determinations
for the Town of Ponce Inlet, Volusla
County, Florida

The Federal insurance Administrator,
in accordance with section 110 of the
Flood Disaster Protection Act of 1973
(Pub. I, 93-234). 87 Stat. 980, which
added section 1363 to the National Flood
Insurailce Act of 1968 (Title = of the
Housing and Urban Development Act of
1968 Pub. L. 90-448), (42 U.S.C. 4001-

4128). and 24 CFR Part 1917 (§ 1917.4
(a)), hereby gives notice of his proposed
determinations of flood elevations for
the Town of Ponce Inlet. Florida.

Under these Acts, the Administrator,
to whom the Secretary has delegated his
statutory authority, must develop cri-
teria for land management in flood-prone
areas. In order to participate in the Na-
tional Flood Insurance Program, the
Town of Ponce Inleb must adopt flood
plain management measures that are
consistent with the flood elevations de-
termined by the Secretary.

Proposed flood elevations (100-year
flood) are listed below for selected loca-
tions. Maps and other Information show-
ing the detailed outlines of the flood-
prone areas and the proposed flood ele-
vations are available for review at 4747
S. Peninsula Drive, Ponce Inlet, Florida
32019.

Any person having knowledge, infor-
mation, or wishing to make a comment
on these determinations should im-
mediately notify Mayor Rlchard Dygert,
4747 S. Peninsula Drive, Ponce Inlet,
Florida 32019.

The proposed 100-year flood elevations
are:

Elevation- Width-Fton slhrlnao or bank of
Feet above stre=r (fattc downstrearn) to

Source of Iloodin.g Locaton -1ean se itO-yr flood boundary (xt)

Intracoastal Waterway (Atln- Old Carrie PA ........ 7 Entrero1
tic Ocean). Anchor Dr ............. 7 Do.

South Peninsula Dr -....... 7 From narthern carporata Units to5,S0 It south of corrte limits.Inlet Harbor Dr. (west of 7 Enfro ro~d wvct of Intectoa with

South Peninsula Dr.). South Perdal.ls Dr.
Ponceo do Leon Dr . .7 Do.
Front St ................... 7 Entro ro d.
Rains Dr .................. 7 Entire road west of Intenrecton with

South Peninsula Dr.
CedarSt.... 7 Enttrorod.
Sailfish Ave ....... ..... 7 Do.
Ponce, Blvd. (west of South 7 Entur rcd weat of Inte cection with

Peninsula Dr.). South Peninsula Dr.
Piverside Dr .... ...- 7 Enur ro d.
CcdarAvo .............. 7 Entire read %est of Intersection with

Oak Eld1e Ave.
laurAvo. (soutofPo 7Entr ro3d between Ponco SL and

Ave.). Pln St.
Holly Ave. (south of Ponta 7 Do.

AVe..
Pine St. (west of Oak Eidge 7 Entir road be teen Oak Ildgo Ave.

Ave.). and Riveido Dr.
Bay St. (south of Oak~dge 7 EntUr road betaeen Oak Eld'.o Ave.

Avo.). and Cvlar Ave.

(National Flood Insurance Act of 1968
(Title = of Housing and Urban Develop-
ment Act of 1968). effective January 28,
1969 (33 R 17804, November 28, 1968), as
amended; 42 U.S.C. 4001-4128; and Secre-
tary's delegation of authority to Federal In-
surance Administrator 34 FS 2680, Februfry
27. 1-969, as amended by 39 FR 2787, Janu-
ary 24,1974.)

Issued: March 5,1975.
J. RO IERT HUNTER,

Acting Federal Insurance
'Administrator.

[FR Doc.75-7822 Filed 3-26-75; 8:45 am]

[Docket No. T-530]
[24 CFR Part 1917]

NATIONAL FLOOD INSURANCE PROGRAM
Proposed Flood Elevation Determinations

for the City of Absecdn, Atlantic County,
New Jersey
The Federal Insurance Administrator,

in accordance with section 110 of the
Flood Disaster Protection Act of 1973

(Pub. Is. 93-234), 87 Stat. 980, which
added section 1363 to the National Flood
insurance Act of 1968 (Title of the
Housing and Urban Development Act of
1968 Pub. L. 90-448). (42 U.S.C. 4001-
4128), and 24 CFR Part 1917 (§ 1917.4
(a)), hereby gives notice of his proposed
determinations of flood elevations for
the City of Absecon, New Jersey.

Under these Acts, the Admintrator.
to whom the Secretary has delegated his
statutory authority, must develop cr1-
terls for land management in flood-
prone areas. In order to participate in
the National Flood Insurance Program,
the City of Absecon must adopt flood
plain management measures that are
consistent with the flood elevations
determined by the Secretary.

Proposed flood elevations (100-year
flood) are listed below for selected loca-
tions. Maps and other information show-
ing the detailed outlines of the flood-
prone areas and the proposed flood ele-
vations are available for review at City
Hall, Absecon, New Jersey 08201.
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Any person having knowledge, infor-
mation, or wishing to make a comment
on these determinations should imme-
diately notify Mayor David F. Hodgson,
City Hall, Absecon, New" Jerseyr 08201.
The periods for comment wlfl be ninety

days following the second publication of
this notice in a newspaper of local cir-
culation In the above-named commu-
nity.

The proposed 100-year flood elevations
are:

Elevation- Width-From shoreline or bank of
Feet above stream (facing downstream) to

Sourca offlooding Location mean sea 100-yr flood boundary (feet)
level

Ingcrsolls Branch, Absecon Creek, PleasntAve .............and Abseeon flay

Ingersolls. Branch andAbescon
Bnay.

Abscona Creek and Abescon Blay--..

Conover Creek and Absecon Bay_

Absecon Bay ...............

Summit Av_ -.............
AninaSt
Mill Rd ..................

10 From Madison Sq. to Mill Rd.

10 To 100 ft southwest of Mill Rd.
10 100 1C0
10 600 1,500

do. ------------ ------ -10 1, M0 1,20
Morton Ave ----............. 10 To 650 ft north of MIll Id.
Cannon Ave ---------------- 10 ------------------ 575
Leona St ................. 10 From 550 ft southwest of Lincoln

Ave. to 200 It northeast of
Lincoln Ave.

Pershing- St 1------------ 10 From 575 ft Southwest of Lincoln
Ave. to 550 ft northeast of
Lincoln Ave.

Coolidge St --------------------------- -. From 250 ft Southwest of Lincoln
Ave. to the Intersection with
McKinley Ave.

Wilson St ------------------- . From the intersection with Lin-
coln Ave. to 800 It northeast of
Intersection with Lincoln Ave.

larding St ---------.... 10 2.650.
Lincoln Ave ....--------------- 101 Entire street.
McKinloy Ave- ........ 10 Do.
Taft Ave ------------------- 0 Do.
Garfield St .----------------- 10 Do.
Dawes Ave ----- ..----- - 10 Do.
Grant St 10 Do,
St. James PI ---------------- 10 Do.
Charlotte P1 ---------------- 10 Do.
Deland PI ---------- --------- 10 Do.
Maple Ave ------------------ 10 From 1,000 ft south of OhloAvo.to

225 ft northof Ohio Ave.
Keefer Ave- ------------------ 10 From 425 It south of Orchard St.

to 150 It north of Orchard St.
Orchard St I------------------ 10 Entire street.
Ohio Ave ----------- 10 Between Keefer Ave. and St.

James Pi.
New Rd_ -------------- 10 1,350 1,075
Pernsylvania-Re1ding Sea- l0 1,100 425

shore Lines.
Shore Rd ------------------- 10 1,600 200
Absecon Blvd --------------- 10" , 6W0
Church St ----- - .----------- 10 ------------------- 0
Vassar Sq ------------------- 10 Entire Street.
Plaza Sq -------------------- 10 Do.
Tremont Ave --------------- 10 Do.
Berkley Ave ----------------- 10 Do.
Shore Rd ------------------- 10 From 150 It Southwest of Berkley

Ave. to 275 ft Northeast of Berkl(y
Ave.

Faunce Landing Rd-..... 10 1,500 it west of 4th Ave.
Lisbon Ave ----------------- 10 1,375 ft north of Faunce Landing

ld.
4th Ave --------------------- 10 1,400 ft north of Faunco Landing

Rd.
Reed Rd ......------------------- 10 325 ................
Iowa Ave ----- ---- 10 300 ................
Illinois Ave ----------------- 0 Entire street.
Absecon Blvd._____ 10 To2miles north ofcorporate limit.

(National Flood Insurance Act of 1968
(Title X of Housing and Urban Develop-
ment Act of 1968), effective January 28,
1969 (33 FR 17804, November 28, 1968), as
amended (42 U.S.C. 4001-4128); and Secre-
tary's delegation of authority to Federal In-
surance Administrator, 34: PR 2680, Febru-
ary 27, 1969, as amended by 39 FR 2787,
January 24, 1974.)

Issued: March 14, 1975.

J. ROBERT HuNrEt,
Acting FecTeral Insurance

Administrator.
[FR Dc275-7823 Filed 3-26-75;8:45 ami

[24 CFR Part 1917 ]
[Docket No. FI-532],

NATIONAL FLOOD INSURANCE PROGRAM

Proposed Flood Elevation Determinations
for the City of Long Branch, Monmouth
County, New Jersey

The- Federal Insurance Adminlstra-
tort In accordance with section 110 of

the Flood Disaster Protection Act of
1973 (Pub. L. 93-234), 87 Stat. 980, which
added section 1363 to the National Flood
Insurance Act of 1968 (Title XIII of the
Housing and Urban Development Act of
1968, Pub. L. 90-448), (42 U.S.C. 4001-
4128), arid 24 CFR Part 1917 (§ 1917.4
(a)), hereby gives notice of his proposed
determinations of flood elevations for
the City of Long Branch, New Jersey.

Under these Acts, the Administrator,
to whom the Secretary has delegated his
statutory authority, must develop criteria
for land management in flood-prone
areas. In order to participate in the Na-
tional Flood Insurance Program, the City
of Long Branch must adopt flood plain
management measures that are con-
sistent with the flood elevations deter-
mined by the Secretary.

Proposed flood elevations (100-year
flbod) are listed below for selected loca-
tions. Maps and other information show-
ing the detailed outlines of the flood-
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prone areas and the proposed flood ele-
vations are available for review at City
Hall Annex, 344 Broadway, Long Branch.
New Jersey.

Any person having knowledge, in-
formation, or wishing to make a com-
ment on these determinations should

Clolil, City Hall Annex, 344 Broadway,
Long Branch, New Jersey 07740. The pe-
riod for comment will be ninety days
following the second publication of this
notice in a newspaper of local circulation
in the above-named community.

The proposed 1007year flood elevations
immediately notify Mayor Henry R. are:

Elevation- Wldth-rom shoreline or bank of
Feet above steam (f-elng downstream) to

Source of flooding Location mean = 100-yr flood boundary (fLet)
level

Cranberry Brook. ------------- Ocean Ave ------------------

South Lake Dr ...........
North Lake Dr ........- .

Now York & Long Branch
Ra.

Hoey Ave ................

Lake Ave ..................

Woodgate Ave ..............

Van Court Ave ..........--

Elnore Ave ------------ '
Red Oaks Dr ...... .

Atlantic Ocean--...-------------- Pla
Adams St ...........-
Ooean Ave ----------.

--- do ---------------------

Ocean Ter -.........
View Ave -....... . .
7oline Ave .....-.........

Branchport, Manahbasett and Neptune Ave ...............
Troutnaus Creek.

Columbia Ave ...........
Church St --------------
White St ..................
West St -........... .
Xeromo Ave ..........
Clna Dr -------------.
Beach Ave ------------..
Nederal Ave .........-
Long Branch Ave
N tt .....---------Bidl v ............... .

Patten Ave .......... ...
Kingsley St -----------...
Florence Ave ......- .....

Atlantic Ave. .-.......
Toline Ave ------------

Sea View Ave ........

Long Branch Ave..--: .....

Ellis Ave...... .Pacific Ave ......
Gth Ave ---.-.-.-......
Atlantic Ave......-
--- do ......- ......

Say SL ...-.............

Bmanchpool Ave .....---....

New York & Long Branch
RR.

New Jersey Southern RR..
Myrtle Av ...-.........

(National Flood Insurance Act of 1968
(Title of Housing and Urban Develop-
ment Act of 1968)- effective January 28.
1969 (33 FR 17804, November 28, 1968), as
amended; (42 U.S.C. 4001-4128); and Secre-
tary's delegation of authority to Federal
-Insurance Administrator 34 FR 2680. Febru-
ary 27, 1969. as amended by 39 FR 2787,
January 24, 1974.)

Issued:,March 14,1975.
J. ROBkRT HuNrTER,

Acting Federal Insurance
Administrator.

[FR Doc.75-7824 Filed-3-26-75;8:45 am]

15 From 175 it south of Lake Takanx-
we to ZOO it north of Lake Taka-

16 Entire erot.
16 Entre stret to Nox York & Long

Branch RR.
17 From 40 ft south of Cranberry

Brook to 450 It north of Cran-
be" Brook.

2.1 From 150 ft south of Cranberry
Bitok to 40 it north of Cran-
bery Brook.

21 Between the Intersection of Hoey
Ave. and 1- it north of Shrews-
bury Ave.

21 Prom 175 ft south of Cranberry
brook .to 10) it north of Cran-
berry Brook.

21 From 20 ft routh of Cranberry
Brook to 2W it north of Cran-
berry Brook.

21 Entire strt. . - -
21 To 1 it south of Cranberry Brook.
10 To 125 ft weat of Atlantlc Ocean.
10 To 00 ft wot ot Atlantic Oce=a.
10 Prom 2 ft north of corporate

limits.
10 From 200 it north of Chclxe Ave.

to Madison Ave.
10 From 425 it south of Ocean Ter. to

100 t north of Ocean Ter.
10 To ft wrt of Ocean Ave.
10 To Z0 it west of Ocean Ave.
10 To 2=5 it west of Atlantic Ocean.
9 To S0 it south of corporate lmlts.

9 Entire street.
9 To 475 It south of Columbia Ave.
9 To 3zf It east of Weat St.
9 TolOftronthofWhltoSt
9 To OO it wc of We St.
9 Entire street.
9 Do.
9 Do.
9 To Alrsdale Ave.
9 To 200 ft south of Nadral Ave.
9 Entire street.
9 Do.
9 To -0 ft ea3 of Patten Ave.
9 From MacArthur Ave. to 325 ft

northwest of Avenel Blvd.
9 From Ltberty St. to Florence Ave.
Srom 100 It cast of Liberty St. to

Flarem Ave.
9 From 100 It at ofl tyt St. to

200 it went of Witmer St.
9 From Samnon PLjo 100 ft north of

CooperAve.
9 Entiro street.
a To 125 ft northeast of Cth Ave.
9 To 40 i t outheast of Pacit Ave.
9 From l5 it northeast of th Ave.

to 32 It rzuthweat of Cth Ave.
9 To Edwards Ave.
9 To 100 t northeat of Now Yok &

Long Branch RR.
9 To 50tnorthofNowYork& Lon

Branch RR.
9 To 450 it southwest of corporate

limits.
9 To 5W ft east of corporate llmits.
9 To 0 it south of corporate llmltsi

[24CFRPart19l7]
[DocketlNo. 1I-537]

NATIONAL FLOOD INSURANCE PROGRAM
Proposed Flood Elevation Determinatons

for the Town of Dennis, Barnstable
County, Massachusetts

The Federal Insurance Administrator.
in accordance with section 110 of the
Flood Disaster Protection Act of 1973
(Pub. L. 93-234), 87 Stat. 980, which
added section 1363 to the National Flood
Insurance Act of 1968 (Title of the
Housing and Urban Development Act

FEDERAL REGISTER, VOL 40, NO. 60--THURSDAY, MARCH 27, 1975

13529



PROPOSED RULES

of 1968 Pub. L. 90-448), (42 U.S.C. 4001-
4128), and 24 CPR Part 1917 (§ 1917.4
(a)), hereby gives notice of his proposed
determinations of flood elevations for
the Town of Dennis, Massachusetts.

Under these Acts, the Administrator, to
whom the Secretary has delegated his
statutory authority, must develop cri-
teria for land management in flood-
prone areas. In order to participate in.
the National Mood Insurance Program,
the Town of Dennis must adopt flood
plain management measures that are
consistent with the flood elevations de-
termined by the Secretary.

Proposed flood elevations (100-year
flood) are listed below for selected lo-
cations. Maps and other Information
showing the detailed outlines of the
flood-prone areas and the proposed flood
elevations are- available for review of
Town Hall, S. Dennis, Massachusetts
02660.

Any person having knowledge, infor-
mation, or wishing to make a comment
on these determinations should imme-
diately notify Ms. Nora Creighton, Chief
Town Clerk, Town Hall, S.-Dennis, Mas-
sachusetts 02660.

The proposed 100-year flood eleva-
tions are:

Elevation- Width-From shoreline or bank of
Feet above stream (facing downstream) to

Source of flooding Location mean sea 100-yr flood boundary (fett).
level R:gbt Let

Chase Garden Creek (backwater Squadrill ...........-- - .... 
from Cape Cod Bay).Spdn----I_------from Cpe CodBay).Spadoni .... ..............

Black3 Flats Dr.........
Hope Lano............-
Nobscusaset Rd ...........
Beach St ..............
New Boston Rd.........

Cape Cod Bay---- --. Dunes Rd .............
Bay View Rd .............
Dr. Lords Rd ---------------

Sesult Creek (backwater from Stato Highway Rt. 6A ....
Cape Code Bay). Bridge St --------------------

Cold Storage Rd .........

Saltworks Rd ........... =

Bass River (backwater from Nan- Capt. Harding ............
tucket Sound).

Route 28 .............
Hlighbank Rd ........... 

KelleysBay(backwaterfromNan. Route 6 ...................
tucket Sound). Hawthorne St---------Norsemans Dr--........---

Mayfair Rtd ........... .

Follins Pond (backwater from
Nantucket Sound).

Bass River (backwater from Nan-
tucket Sound). ,

Fairmount .............. .z
Oyster ----.-.---- -
Quaker Beach ------------- :
Norsoans Beach Rd.;....
Follins Pond Rd .........
Goosebay Lane ..........
Main St -----.-----------

Grand Cove (backwater from Nan- Cove Lane ...........
tucket Sound). Cove Rd ..................

Main St .---------- -

Ware Creek (backwater from Nan-
tucket Sound).

- Swan pend River (backwater from
Nantucket Sound).

South Main St. (Lower
County Rd.).

Lower County Rd -.-.

Mayflower .... ........
Honeysuckle -----------
Myrtle. _....._.. .
Bayberry .................

Wbortleberry .-------

Dexter Snow._ .........-
Nipigion ..................

Lone Tree Rd .........-

Route-28... ..... ...
Baxter St .... ......

Upper County Rd-.;-
Aunt Debby's Rd --

Treasure Bay....-.-
Crestwood Lane-

'Indian Ter .............

10 Entire street.

10 Do.
10 C0 It south of Intersection with

Louis A. Allen.
10 150 125.
10 100 125
10 100 300
10 250 500
10 150
10 125
10 125
10 000 150

10 300 550
10 650 ft east of Intersection with

North St.
10 500 it south of Intersection with

Sea St.
10 (I) 100

10 QI 625
10 0), 10
10 (I) 150
10 10
10 225
10 From Intersection with Fairmount

to 150 It south of intersection
with Colonial.

I9 325
10 60o
10 lO0
10 N0
10 400
10 Entire street.
I. From Intersection with BMg Rd.

to 100 It south of Intersection
with Farm Lane.

10 Entire street.
10 ToIntersection with Stephan Lane.
10 From 250 It east of Intersection

with Buccaneer to 600 it west o1
Intersection with Trotting Rd.

10 300

10 (9 650

10 Entire street.
10 100 it west of Intersection with

Beth Ann.
10 'Do.
10 150 it west of lntersectin with

Beth Ann. -
10 200 It west of Intersection with

Beth Ann.
10 Entire street.
10 100 It west of intersection with

Grecneldle.
10 150 It north of intersection with

Miebaels Ave.
10 300 550
10 150 It touth of intersectlon with

Ann's Place.
10 800 3,100
15r From Intersection with Center Stj

to Intersection with Cedar Lanoj
10 Entire street.
10 Do.
10 Do:
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Location
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lav
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WIdth-rmn zbrdlna or bank at
etrea (fcIng down"tream) to
100-yr flid boundary (f.et)

Nantucket Sound ................

CaI. .. ..........

Knox - -d......
Stafford Circle .............."Vcster........ ...
Southwest of Keleys Pond..

Lortng Are ...........
Between Warn Creek and

Swan Pond River.

Ouklf ....................

G --------- .---
South Village Rd ---........

South Vll ge Dr ...........
Sumac-------_-__
Swan Pond River Rd .....

Old Wharf ld ............

Huckeberry ................
Chas, Ae ...............

10 Do.
10 Do.
10 Do.
10 Do.
10 DO.
10 Do.
10 To Intezwtlon of Garfield Lano

nad Thirza:, It nelzctlen of
_31crebant and Eantcke. and
Intc.rsctlon ot Eantu ckt and
Loring Ave.

10 To lntcnection with Fkk St.
10 Entiro = mar h ofowxr County

lid. between L!Zbth.= Ed.
and Rhypah Ave.

10 Entire seet.
10 Do.
10 Do.
10 To IO It norh of intercoton vith

South Villge Cirde.
10 Entiro eturt.
10 Do.
10 To tateurctl.n with Un3 Z_ 's.
10 Entiro rizecL
10 From I Oit Aof Undo. Poll Rd.

to 1M It cse' of Oak St extemdd.
10 Entlre trmt.
10 Fronm 150 It eact of Interact~an

with Dlrh RDd1 tollOiteas
of lrnt etia with Cabb ,SL

T corporte limits.
'To Intersection with Rhyspah Ave.
10 ft west ofintersection with School St.

(National Flood Insurance Act of 1968 (TItlo of Housing and Urban Developmrent
Act of 1968); effective January 28, 1969 (33 I 17804-, 2ovember 28, 1968), as amended; (42
U.S.C. 4001-4128); and Secretary's delegation of authority to Federal Insurance Admlni-ra-
tot 34 FR 2680, February 27, 1969, as amended by 39 FR 2737, January 24, 1974.)

Issued: March 10, 1975.

J. Rouma Hum=iu.
Acting Federal Insurance

Administrator.

[FR Doc.75-7825 Filod.3-2-75;8:45 aml
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notices
This section of the FEDERAL REGISTER contains documents other than rules or proposed rules that are applicable to the public. Notices

iDf hearngsand Investigations, committee meetings, agency decisions and rulings, delegations of authority, filing of patitions and applications ,
and agency statempnts of organization and functions are examples of documents appearing in this section.

DEPARTMENT O& THE TREASURY
Office of the Secretary

BUTADIENE ACRYLONITRILE RUBBER
FROM JAPAN

Antidumping Proceeding Notice
On February 26, 1975, information was

received in a proper form pursuant to
§§ 153.26 and 153.27, Customs Regula-
tions (19 CFR 153.26, 153.27), indicating
a possibility that butadiene acrylonitrile
rubber from Japan is being, or is likely to
be, sold at less than fair value within the
meaning of the Antidumping Act, 1921, as
amended (19 U.S.C. 160 et seq.).

There is evidence on record concern-
ing Injury to or likelihood of injury to
or prevention of establishment of.an in-
dustry in the United States. Available in-
formation. indicates that through -1973
and 1974 domestic production capacity
has been at 95 percent utilization. with
imports from Japan during 1974 amount-
Ing to less than 1 percent of domestic
production. U.S. production decreased in
late 1974 and early 1975, but this would
appear to be more attributable to the
decline in domestic automobile produc-
tion than to imports from Japan. On the

,basis of such evidence, there appears to
be substantial doubt as to whether there
Is injury to, likelihood of injury to, or
prevention of establishment of an indus-
try in the United States by reas6n of such
Importations from Japan. Accordingly,
the United States International Trade
Commission is being advised of such
doubt pursuant to sec. 201(c) (2) of the
Act (19 U.S.C. 160(c) (2)).

Having conducted a summary investi-
gation as required by § 153.29 of the Cus-
toms Regulations (19 CFR 153.29) and
having determined as a result thereof
that there are grounds for so doing, the
U.S. Customs Service is instituting an
Inquiry to verify the information sub-
mitted and to obtain the facts necessary
to enable the Secretary of the Treasury
to reach a determination as to the fact
or likelihood of sales at less than fair
value. Should the International Trade
Commission, within 30 days of receipt of
the information cited in the preceding
paragraph, advise the Secretary that
there Is no reasonable indication that an
industry in the United States is being or
is likely to be Injured, or is prevented
from being established, by reason of the
importation of such merchandise into the
United States, the Department will pub-
lish promptly in the FEDERAL RzEisERz a
notice terminating the investigation.
Otherwise the investigation will continue
to conclusion.

A summary of price Information re-
ceived from all sources is as follows:

The information received tends to Indicate
that the prices of the merchandise sold for
exportation to the United States are less than
the prices for home consumption.

This notice is published pursuant to
§ 153.30 of the Customs Regulations (19
CFR 153.30).

Dated: March 24, 1975.
[SEAL] DAVID R. MACDONALD,

Assistant Secretary
of the Treasury.

[FR Doc.75-8031 Piled 3-26--75;8:45 am]

DEPARTMENT OF THE INTERIOR
Bureau of Indian Affairs

COLVILLE RESERVATION, WASHINGTON
Hunting and Fishing Ordinance

MARcr 21, 1975.
This notice is published in the exercise

of authority delegated by the Secretary.
of the Interior to the Commissioner of
Indian Affairs by 230 DM 2.

Notice is hereby given that.the Colville
Business Council of the Co'nfederated
Tribes of the Colville Reservation,
Washington, duly enacted the North
Half Colville Hunting and Fishing Ordi-
nance on March 4, 1974 under authority
contained in Article V, see. 1(a) of the
Constitution of the Confederated Tribes
of the Colville Reservation which was
ratified by the Colville Indians on Febru-
ary 26, 1938, and approved by the Com-
missioner of Indian Affairs on April 19,
1938. The North Half Colville Hunting
and Fishing Ordinance reads as follows:

CHAPTER 1. GENERAL PROVIsIONS
1.1 Title. This ordinance shall be

known as the North Half Colville Hunt-
ing and Fishing Ordinance.

1.2 Policies. 1.2.1 Hunting and fishing
rights of the Colville people on the
"'North Half" have existed since before
the coming of the white man. These
rights were further secured by the es-
tablishment of a Reservation by the
Executive Order of July 2, 1872, and were
reserved in the Cession Agreement of
May 9, 1891,

1.2.2 It is the pollcy of the Colville.
Tribes to preserve, protect and perpetu-
ate wildlife resources of the North Half.
To the extent that such resources are to
be hunted, such shall be primarily for
the purpose of providing food for Indian
families and only secondarily for the
sport and recreation of non-Indians.

1.2.3 Many Colville families have in-
adequate income and below-average liv-
ing standards. Hunting and fishing for
wildlife on the North Half are essential
to these families for maintenance of an
adequate diet.

1.3 Jurisdiction. 1.3.1 This ordinance
shall be applicable to all enrolled mem-
bers of the Colville Tribe and reciprocat-
ing tribes.

1.3.2 Special regulations may be pro-
mulgated from time to time establishing
special areas, seasons, gear and limits
applicable to members of the Colville
Tribes and members of reciprocating
tribes.

1.3.3 No act prohibited by this ordi-
nance or by any other tribal ordinance
may be committed, even though such act
would be lawful under laws of the State
of Washington.

1.4 Deftnitions. 1.4.1 "Animals, birds
and fish", as used herein, shall mean any
animals, birds or fish which are not
domesticated.

1.4.2 "Bag limit" means the maximum
number of animals, birds or fish which
may be taken, caught, killed, or possessed
by any person, sleCified and fixed by
regulation of the Council for any particu-
lar period of time, or so specified and
fixed as to size, sex, or species.

1.4.3 "Closed area" means any place
on the North Half described or desig-
nated by regulation of the Council
wherein It shall be unlawful to hunt or
trap for animals or birds.

1.4.4 "Closed seazon" means all of the
time during the entire year excepting
the "open season" as specified by regu-
lation of the Council.

1.4.5 "Closed waters" means any lake,
river, stream, body of water, or any part
thereof within the North Half described
or designated by regulation ofthe Coun-
cil wherein It shall be unlawful to fish.

1.4.6 "Council" means the Colville
Business Council of the Confederated
Tribes of the Colville Reservation.

1.4.7 "Colville, Colvilles, Colvillo
people" shall refer to enrolled members
of the tribes.

1.4.8 "FIsh" and Its derivatives, "fish-
Ing," "fished," etc., means any effort
made to kill, Injure, disturb, capture, or
catch fish In waters onthe North Half.

1.4.9 "Hunt" and its derivatives,
"hunting," "hunted," etc., and "trap"
and its derivatives, "trapping," "trap-
ped," etc., means any. effort to kill,
injure, capture, or disturb a wild animal
or wild bird.

1.4.10 "Member" shall mean any per-
son whose name appears on the records
of the Colville Confederated Tribes as an
enrolled member of the Tribes.

1.4.11 "Member of reciprocating
tribes" means any person who Is a mem-
ber of any other Indian tribe which
grants reciprocal hunting and fishing
privileges to members of the Colville
Confederated Tribes as determined by
the Colville Business Council and who
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secures from the Colville Tribal Office
and has in his possession any appropri-
ate identification as to his status which
shall be provided by the Colville Con-
federated Tribes.
L412.North Half' means that por-

ti6n of the original Colville Indian Res-
ervation of 1872; described as follows:

Beginning at a point on the Eastern
boundary.ine of the Colville Indian Res-
esrvation where the township line be-
tween township 34 and 35 Worth of
Range 37 East of the Wiiamette Merid-
ian if-extended West would intersect the
same, said point being in the middle of
the Channel of the Columbia River, and
running thence West parallel. with the
forty ninth (49th) parallel of latitude
to the Western boundary line of the said
Colville Indian Reservation in the Oka-
nogan River, thence North following the
said Western boundary line to the said
forty ninth (49th) parallel of latitude
to the Northeast corner of the said Col-
ville Indian Reservation, thence South
following the Eastern boundary of said
Reservation to the place of beginning
containing by estimation one million
five hundred thousand acres, the same
being a portion of the Colville Indian
Reservation created by Executive Order
dated April 9,1872.

1.4.13 "Open season" means the time
specified by rule and regulation of the
Council when it shall be lawful to hunt,
trap, or fish for any animals, birds or
fish. Each period of time specified as
an open season shl linclude the first and
last days thereof.- .

1.4.14 'Regulation' means any rule,
regulation, rsolutlon or ordinance pro-
mulgated by the Colville Business Coun-
cil

1.4.15 "Reservation" shall mean the
Colyfile IndianReservation.

1.4.16 "Tribes!' means Confederated
Tribes of 'the Colville Indian Reserva-
tion.

CHAPxER 2. TRIBAL REGULATION
2.1 Council Xmipowered to Regulate.

The Council shall promulgate such regu-
lations as it deems proper and necessary
to carry out the policy of the Colville
Tribes with respect to hunting and fish-
Ing on the North Half. Such regulations
may establish closed and open areas,
closed and open seasons, bag limits, gear
restrictions, and any .other provisions
which -the Council deems necessary to
carry out the policies and provisions of
this ordinance.

2.2 Notice of Regulations. All regula-
tions promulgated by the Council with
respect to hunting and fishing shl be
communicated to the public as widely as
possible, including providing Informa-
tion with respect to such regulations to
newspapers, magazines and any other
-ublications which' are likely to bring
such news to the attention of members
of the general public; posting notices as
to such regulations wherever possible on
the Res ervation and in adjoining com-
munities; and making copies of such
regulations available to all persons.

- CErAra 3. Pmnzuxs
3.1 permit RequiredL It shall be unlaw-

I ful for any member to hunt, trap or fish
on the North Half without first having
procured and having In force and in his
personal possession and on his person
while hunting, trapping or fishing, aper-
mit so to do issued to him by the Coun-
cl. The Council may Issue appropriate
permits to members of the Colville Tribes
and members or other tribes granting
reciprocal privileges to members of the
Colville Tribes.

3.2 Permit Nontransferable; Identift-
cation of Permit Holder. Any permits is-
sued by the Council shall be nontrans-
ferable. Any member hunting, trapping
or fishing, shall, upon the demand of any
game protector, or other tribal law en-
forcement officer, exhibit his permf; and
tribal Identification card to such officer,
and write his name for the purpose of
comparison with the signature on the
permit or tribal identification card and
his failure or refusal to exhibit his permit
or tribal Identification card and write his
name upon demand shall be prima facie
evidence that such member has no permit
or tribal Identification card or Is not the
person named in the permit or tribal
Identification card in his possession.

Cmu'Rz 4. Pnonmrr AcTs
4.1 Hunting and Fishing UnlawfuZ:

When. It shall be unlawful for any mem-
ber to hunt, trap, or fish during the re-
spective closed seasons therefor. It shall
also be unlawful for any person to kill,
take, or catch any species of birds,
animals, or fish In excess of the number
fixed as the bag limit. It. shall also be
unlawful for any person to hunt or trap
for any birds or animals within the
boundaries of any closed area. It shall
be unlawful for any person tolsh within
any closed waters.

4.2 Closed Seasons. It shall be unlawful
for any member to have in his possession
or under his control qny bird, animal or
fish during the closed season or in excess
of the bag limit.

4.3 Hunting While Intoxfcated. It shall
be unlawful for any person to hunt with
firearms while under the influence of in-
toxicating liquor.

4.4 Wasting Wildlife. It shall be un-
lawful for any person to permit any
animal bird or fish needlessly to go to
waste after killing the same.

4.5 Obstructing Law Enforcement Of-
ftcers. It shall be unlawful for any mem-
ber to resist or obstruct any game pro-
tector or other duly authorized tribal law
enforcement officer or other pence officer
in the discharge of his duty while enforc-
ing the provisions of this ordinance or
other tribal regulations pertaining to
hunting and fishing.

4.6 Interference with Game Control
Signs. It shall be unlawful for any person
to destroy, tear down, shoot at, deface or
erase any printed matter or signs placed
or posted by or under the Instructions of
the Council to assist in the enforcement
of tribal hunting and fishing regulations.
. 4.7 Shooting Persons or Livestock. It
shall be unlawful to shoot any other per-

son or any domestic livestock while hunt-
ing. Violation of this section shall sub-
ject the violator to revocation of the
tribal hunting permit In addition to any
other penalties imposed by, the Colville
Law and Order Code.

4.8 Violation of Other Regulations.
It shall be unlawful and It shall consti-
tute a violation of this ordinance for
any person to violate any regulation or
resolution of the Council now in effect
or hereafter promulgated pertaining to
hunting and fishing.

CHAPTER 5. Raror.cELIE
5.1 GeneraZ Powers of Offcers. It

shall Jbe the duty of every tribal game'
protector or other law enforcement of-
ficer to enforce this ordinance and all
regulations adopted by the Council gov-
erning hunting and fishing on the North
Half, and such officer may issue citations
and/or make arrests of any persons vio-
lating this ordinance or any regulations
of the Council pertaining to hunting and
fishing. .

5.2 Arrest Without Warrant. Any
game protector or tribal law enforcement
officer may, without warrant, arrest any
person found violating this ordinance or
any regulation of the Council pertaining
to hunting and fishing pursuant to sec-
tion 2±..04 (CriminalActions) of the Col-
Ville Law and Order Code.

5.3 Search. Without Warrant. Any
tribal game protector or other tribal law
enforcement officer may search without
warrant any conveyance, vehicle, game
bag, game basket, game coat or other'
receptacle for game animals, birds or fish,
or any Package, bo tent. camp or othe
similar place which he has reason to be-
lieve contains evidence of violations of
this ordinance or regulations of the
Council pertaining to hunting and fish-
ing.

5.4 Search Warrants. The Tribal
Court may also issue a search warrant
and direct a search to be made in any
place wherein It is alleged that any bird,
animals or fish taken or in possession
contrary to this ordinance or regula-
tions of the Colville Tribes is concealed
or illegally kept. Such warrant shall is-
sue pursuant to the provisions of Section
2.2.05 of the Colville Law and Order
Code.

5.5 Seizure- Any game protector or
other tribal law enforcement officer may
seize without warrant all birds, animals,
fish or parts thereof taken, killed, trans-
ported, or possessed conta-y to this or-
dinance or any regulation of the Council
pertaining to hunting and fishing, and
any dog, gun, trap, net seine, decoy, bait,
boat, light, fishing tackle, motor vehicle,
or other- device unlawfully used in hunt-
Ing, fishing or trapping, or held with
Intent to use unlawfully in hunting, fish-
ing or trapplng.

5.6 Forfeiture-Procedures. Any con-
traband game or fish seized shall be sub-
ject to forfeiture at theo rder of the
Tribal Court of the Colville Confeder-
ated Tribes after notice and opportunity
for hearing or trial as hereafter set forth.
In case It appe=ar upon the sworn com-
plaint of the offer making the seizures
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that any artiles seized were not in the
possession of any person and that the
owner thereof is unknown, the court shall
have power and jurisdiction to forfeit
such articles so seized upon a iiearing
duly had after service of summons on the
unknown owner by publishing such sum-
mons in any newspaper of general cir-
culation in Ferry or Okanogan County,
or the Colville Tribal Tribune for a
period of 4 successive issues. The sum-
mons shall describe the articles seized
and shall give the owner 15 days from
the date of last publication to appear be-
fore the .Tribal Court and contest the
forfeiture.

5.7 Forfeiture-Disposition of Prop-
erty, In the event the Tribal Court orders
forfeiture of any articles seized, such
articles shall be turned over to the Coun-
cil for the use and benefit of the Colville
Tribes. If any articles are not declared
forfeited by order of the Tribal Court,
they shall be returned to the person
from whom seized, after the completion
of the case and the fines, if any, have
been paid.
CHAPTER 6. ARRESTS: CITATIONS: TRIALS:

PENALTIES
6.1 Arrests: Citations and Trials: Gen-

erally. Arrests may be made and cita-
tions issued for violations of this ordi-
nance pursuant to the provisions of Title
2 of the Colville Law and Order Code.
Hearings and trials for violations shiall
be held pursuant to the provisions of
Titles 1, 2 and 4 of that Code.

6.2 Penalties. In the event a defend-
ant pleads guilty or is found guilty, the
court may impose all or any of the fol-
lowing penalties:

6.2.1 A fine of not less than $10 nor
more than $250.

6.2.2 A Jail term of not less than 1 day
nor more than 30 days.

6.2.3 Forfeiture of any articles seized
by reason of use of illegal activities.

6.2.4 Suspension or revocation of tribal
hunting and fishing license or permit.

CHAPTER 7. MIscELLANEous PRovIsIONS

7.1 Permits-Standards-Revocation.
In issuing permits the Council shall seek
to meet the needs of Colville people for
food consistent with conservation of the
resource. The Council may adopt any
reasonable method of permitting de-
signed to achieve an equitable distribu-
tion of the resource, including lotteries,
drawings, and the like. Nothing herein
shall bar suspension or revocation of out-
standing permits for any reason.

7.2 Severability. If any provisions of-
this ordinance or the application thereof
to any person or circumstance is held
invalid, this ordinance can be given effect
without the invalid provision or applica-
tion; and to this end the provisions of
this ordinance are declared to be sever-
able,

MORRIS THompsoN,
Commissioner o1 Indian Affairs.

[FR Doc.75-7986 Filed 3-26-75; 8:45 am]

NOTICE$

Bureau of Land Management
[N-11030]
NEVADA

Airport Lease Application
MARCH 20, 1975.

1. Notice is hereby given that pursuant
to the act of May 24, 1928 (49 U.S.C.
211-214) The Anaconda Compally has
applied for an airport lease for the fol-
lowing land:

MOUNT DIABLO MERIDIAN, NEVADA

T. 28 N., R. 67 E.,
Sec. 22, SY2, S!/ 2NEV4;
Sec. 23, W'AW'A;
Sec. 27, NEV4 , N'/2SE .

2. The purpose of this notice is to in-
form the public that the filing of this
application segregates the described land
from all other forms of appropriation
under the public land laws.

3. Interested persons desiring to ex-
press their views should promptly send
their name -and address to the District
Manager, Bureau of Land Management,
2002 Idaho Street, Elko, Nevada 89801.

WILLIAm J. MALENCIK,
Chief,

Division of Technical Services.
[FR Doc.75-7999 Filed 3-26-75; 8:45 am]

[NA 23949]

NEW MEXICO
Application

MARCH 20, 1975,
Notice is hereby given that, pursuant

to section 28 of the Mineral Leasing Act
of 1920 (30 U.S.C. 185), as amended by
the Act of November 16, 1973 (87 Stat.
576), City of Socorro has applied for a
4 inch natural gas pipeline right-of-way
across the following lands:

Nmv 1VIcxico-PRINCxPAL IvtIDIAN,
NEW AXICO

T. 1S., R. 1 W.
Sec. 15, Lot 1, ESE4;
Sec. 27, SWI4NE/ 4 ;
Sec. 34, WNE 4 .

T. 2 S., R. 1 W.
Sec. 3, Lot 2, SI/2NE /, E!/2SE ;
Sec. 14, W 2W 2;
Sec. 15 I/4NEY 4 ;
Sec. 23, W2NW , SEI NW/ 4 , N SWA,

SEY4SW ;
Sec. 26, EVNW%.

This pipeline will convey natural gas
across 5.014 miles of natural resource
lands in Socorro County, New Mexico.

The purpose of this notice is to inform
the public that the Bureau will be pro-
ceeding with cohnsideration of whether
the application should be approved, and
if so, under what terms and conditions.

Interested persons desiring to express
their views should promptly send their
name and address to the District Man-
ager, Bureau .of Land Management, PO
Box 1456, 200 Neel Avenue, NW, Socorro,
NM 87801.

FRED E. PADILLA,
Chief, Branch of Lands and

Minerals Operations.
[FR Doc.75-8000 Filed 3-26-75;8:45 am]

[NII 247.0]

NEW MEXICO
Application

MA CH 20, 1975,
Notice is hereby given that, pursuant

to section 28 of the Mineral Leasing Act
of 1920 (30 U.S.C. 185), as amended by
the Act of November 16, 1973 (87 Stat.
576), Continental Oil Company has ap-
plied for a 4 inch natural gas pipeline
right-of-way across the following lands:

NEWi MEXICO PRINCIPAL MEIIIDIAN,
NEW MEFICO

T. 19 S., R. 31 E.,
Sec. 15, SwIASw ;
Sec. 22, SW3/4NEJ/4, N/2NWI/4 , SE !NV ,SWS13, and SE%'SE:4.

This pipeline will convey natural gas
across 1.313 miles of national resource
lands in Eddy County, New Mexico.

The purpose of this notice Is to Inform
the public that the Bureau will be pro-
ceeding with consideration of whether
the application should be approved, and
if so, under what terms and conditions.

Interested persons desiring to express
their views should promptly send their
name and address to the District Man-
ager, Bureau of Land Management, P.O.
Box 1397, Roswell, NM 88201.

FRED E. PADILLA,
Chief, Branch of Lands
and Minerals Operations,

[FR Doc.75-8001 Filed 3-26-75;8:45 am]

[NMZ 24828]
NEW MEXICO

Application
MARCH 19, 1975.

Notice is hereby given that, pursuant
to Section 28 of the Mineral Leasing Act
of 1920 (30 U.S.C. 185), as amended by
tht Act of November 16, 1973 (87 Stat.
576), K. B. Kennedy Engineering Co.,
Inc., has applied for 3-inch, 6-inch, and
10-inch natural gas -lpelines rights-of-
way across the following lands:
NEW MJEXICO PRINCIPAL LMIDIAN, NnW MEXICO
T. 14 S., R. 29 E.,

Sec. 23, SW!/4 NEJ4, WV/SEJ,.
T. 13 S., R. 30 E.,

Sec. 1. lots 1, 2, SW/ 4 NE/ 4 , EJ/2SW,
NWy4 SE ;

Sec. 11, SE SE/4 ;
See. 12, NNW/ 4 , SWI/4NWYA, w I/4sw :
Sec. 13, NE4NE%, WVN

1
/ 42, E 2 NW%

SW 4 NW'/ 4 ;
Sea. 14, EV2NE!4, SWI4NE'/4 , sW% NV,

SEV 4, SW!/4 SE1;
Sec. 15, S/2SEIA;
See. 22, SE!/4 SE :
Sec. 23, E/NW4, SWyNW%, W/ 2 8JW'h:
Sec. 27, EV/NEV4, SW NE'14 , SE!/4 SWi4,

Wl/2SEJ/4 ;
Sec. 34, El/2 NW ,, SV7/ 4NW, W/2SWy/

and NE 4W.
T. 14S., R. 30 E.,

Sec. 3, lot 4: 1
Sec. 4, lot 1, SE.Vl,4 Nf. NS.'/4 , BWY,

Sec. 9, NW/ 4 NE/ 4 . E~ISM1 Nq'$WO
swY4 SwV4 ,

Sec. 16, W/2W ;
Sec. 21, W W/2 ;
Sec. 28, WV2 WV;
Sec. 33, W W%.
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T. 15 S., R. 30 E.,
Sed. 4, lot4, SWVN1V4, W!ASW%;
Sec. 5,1ot 1, SEKSW41;
See. 8, Ey.NW/ 4 , IrsESW%, E SEV4:
Sec. 17, NEVINE/ 4 .

T. 12 S., R. 31 E.,
See. 17, SW 4NEY4, SEJNWY, E,SSW%,

SW SWe;
See. 20, N 21TW%, SWyNW/, NWySW%;
Sec. 30, Wy2NE N, NESWjj, NWSE ;
Sec. 31, lots 1, 2,3, and NEI4NW4.

T. 13 S., 1. 31 -E.,
Sec. 7, lot 4, SE SWY. SE;-
Sec.;8, NWVSW ;
Sec. 18, lot 1.

These pipelines will convey natural gas
across 22.526 miles of national resource
lands in Chaves County, New Mexico.

The purpose of this notice is to inform
the public that the Bureau will be pro-
ceeding with consideration of whether
the application should be approved, and

- if so, under what terms and conditions.
Interested persons desiring to express

their views should promptly-send their
name and address to the District Man-
ager, Bureau of Land Management, P.O.
Box 1397, Roswell, NM 88201.

FRED E. PADILLA,
Chief, Branch of Lands
and Minerals Operations.

[PR Doc'75-8002 Filed 3-26-75; 8:45 am]

Bureau of Reclamation
TWIN BUTTES RESERVOIR,

SAN ANGELO, TEXAS -

Public Hearing for Designating Certain
Areas for Off-Road Vehicle Use

Pursuant to Title 43, subtitle B, part
420, of the Code of Federal Regulations
and Executive Order No. 11644, dated
February 8, 1972, a public hearing will
be held in San'Angelo, Texas, at San
Angelo City Hall, City Commission
Chamber, April 16, 1975, 9 am., to re-
ceive views and comments from inter-
ested individuals and organizations on
designating lands for off-road vehicle
areas and trails in the Twin Buttes
Reservoir area near $an Angelo, Texas.
The area is further described as being
located on a portion of section 101 of the
David Lloyd Survey, Tom Green County,
Texas.

Each oral statement made at the hear-
ing will be limited to a period of 10 min-
ites. Speakers will not trade their time
to obtain a longer oral presentation;
however, the person authorized to con-
duct the hearing may allow any speaker
to provide additional oral omments
after all persons wishing to comment

-. have been heard. Speakers will be sched-
uled according to the time preference
mentioned in their requests, whenever
possible. Any scheduled speaker not
present when called will lose his privilege
In the scheduled order and his name will
be recalled at the end of the scheduled
speakers. Requests for scheduled pres-
entations will be accepted up to 4:30
pan., April 10, 1975. All subsequent re-
quests will be handled on a first-come-
first-served basis following the sched-
uled presentations.

NOTICES

Organizations or individuals desiring
- to. present their statements at the hear-
ing should contact the Regional Director,
Bureau of Reclamation, Southwest Re-
gion, Room 1418, Herring Plaza, Box H-
4377, Amarillo, Texas 79101, telephone
number (806) 376-2401, and announce
their intentions to partiqlpate. Written
comments from those unable to attend
and from those wishing to supplement
their oral presentation at the hearing
should be received by April 24, 1975, for
inclusion In the records of the hearing.

Dated: March 21, 1975.
E. F. SuLLIvAN.

Acting Commissioner,
Bureau of Reclamation.

[FR Doc.75-7921 Filed 3-26-75;8:45 am)

Office of the Secretary
lint Des 75-141

BELLE AYR SOUTH MINE, CAMPBELL
COUNTY, WYOMING

Availability of Draft Environmental
Statement -

Pursuant to section 102(2) (C) of the
lational Environmental Policy Act of
1969, the Department of the Interior
has prepared a draft environmental im-
pact statement on a proposed expansion
of coal mining operations at Amax Coal
Company's Belle Ayr South Mine, Camp-
bell County, Wyoming. The draft state-
ment assesses the environmental impacts
of the lessee's plan for the strip mining
of federally owned coal and the con-
current reclamation and revegetation of
surface lands. The proposed action is an
extension and expanslon'of present min-
ing operations in the Belle Ayr South
Mine, including a further extension
thereof onto Federal coal lease Wyo-
ming 0317682, T. 47 and 48 N., R. 71
W., 6th Prin. Mer.

The draft environmental statement is
available for public review in the U.S.
Geological Survey Public Inquiries Of-
fice, Room 1012, Federal Building,
Denver, Colorado 80202; the U.S. Geo-
logical Survey Library, Building 25, Den-
ver Federal Center, Denver, Colorado
80225; the U.S. Geological Survey Li-
brary; Room 4A100, USGS Natipnal Cen-
ter, Reston, Virginia; the Converse
County Library, 300 Walnut Street,
Douglas, Wyoming 82633; the George
Amos Memorial Library, 412 South Gil-
lette. Avenue, Gillette, Wyoming 82716;
the Library of Natrona County, 307 East
Second,, Casper, Wyoming 82601; and
the State Library, State of Wyoming,
Supreme Court Building, Cheyenne,
Wyoming 82002.

Limited- numbers of copies of the
statement are available from the U.S.
Geological Survey Public Inquiries Of-
fice, Room 1012, Federal Building, Den-
ver, Colorado 80202 and the United
States Geological Survey, National Cen-
ter, Mailstop 108, Reston, Virginia
22092.

The Department will accept written
comments on the draft environmentid
impact statement on the Belle Ayr South
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Mine for a period of 45 days subsequent
to the date of this notice, and will con-
sider any comments received in prepar-
ing the final environmental statement
on this proposal. Written comments
should be addressed to Director, United
States Geological Survey, National Cen-
ter, Ma l stop 108, Reston, Virginia 22092.

The proposed mining and reclamation
plan assessed in this statement was one
of the mining proposals identified in the
preparation of the regional analysis
(Part D) of the Department's final en-
vironmental statement, FES 71-55, en-
titled "Proposed Development of Coal
Resources In the Eastern Powder River
Coal Basin of Wyoming," which was
filed with the Council on Environmental
Quality on October 18, 1974. Public hear-
ings on the draft of that statement were
held as follows: -June 24-25, 1974 at
Cheyenne, Wyoming; June 26, 1974 at
Casper, Wyoming; and June 27-28, 1974
at Gillette, Wyoming.

The Department has deferred a deci-
sion on the need for public hearings on
the draft environmental statement at
this time. If sufacient interest n holding
such hearings becomes evident, the
Department will consider the matter
further.

Dated: March 24, 1975.
RoYsToN C. Hucxzs,

Assistant Secretary of the Interior.
IFR Doc.75-7987 Filed 3-26--75;8:45 am]

CHARLES A. CAMPBELL
Statement of Changes in Financial

Interests

In accordance with the requirements of
section 710(b) (6) of the Defense Produc-
tion Act of 1950, as amended, and Execu-
tive Order 10647 of November 28, 1955,
the following changes have taken place
in my financial interests during the past
six months:

(1) No change.
(2) N-To change.
(3) No change.
(4) No change.
This statement is made as of Febru-

ary 4, 1975.
Dated: February 4, 1975.

CHARLES A. CAZPB-L.
(PR Doc.75-8003 Piled 3-26-75;8:45 am]

DAVID G. JETER
Statement of Changes in Financial

Interests

In accordance with the requirements
of section 710(b) (6) of the Defense Pro-
duction Act of 1950, as amended, and Ex-
ecutive Order 10647 of November 28.
1955, the following changes have taken
place in my financial interests during the
past six months:

(1) No change.
(2) No change.
(3) No change.
(4) No change.
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This statement is made as of Janu-
ary 1, 1975.

Dated: January 30, 1975.

DAviD G. JETEYL
IFR Doc.75-2004 Filed 3-26-75;8:45 am]

J. V. KEPNER
Statement of Changes in Financial

Interests
In accordance with the requirements

of section 710(b) (6) of the Defense Pro-
duction Act of 1950, as amended, and Ex-
ecutive Order 10647 of November 28,
1955, the following changes have taken
place in my financial interests during the
past six months:

(1) No change.
(2) No change.
(3) No change.
(4) No change.
This statement Is inde as of January

28, 1974.

Dated: January 28, 1975.

J. W. KEPNER.
[FR Doc.75-005 Filed 3-26-75;8:45 am]

ROBERT E. KERGER

Statement of Changes in Financial
Interests

In accordance with the requirements
of section 710(b) (6) of the Defense Pro-
duction Act of 1950, as amended; and Ex-
ecutive Order 10647 of November 28,
1955, the following changes bave taken
place in my financial interests during the
past six months:

(1) No change.
(2) No change.
(3) No change.
(4) No change.

This statement is made as of February
7, 1975.

Dated February 7, 1975.

ROBERT E. KERGER.

IFR Doc.75-8006 Filed, 3-26-75;8:45 am]

OWEN A. LENTZ

Statement of Changes in Financial
i Interests

In accordance with the requirements of
section 710(b) (6) of the Defense Produc-
tion Act of 1950, as -mended, and Execu-
tive Order 10617 of November 28, 1955,
the following changes zhave taken place
in my financial interests during the past
six months:

(1) No change.
(2) No change.
(3) No change.
(4) No change.
This statement is made as of Janu-

ary 30, 1975.

Dated: January 30, 1975.

0. A. LENTZ.
[FR Doc.75-8007 Filed 3-26-75;8:45 am]

ROBERT R.- McLAGAN

Statement of Changes in Financial
Interests

In accordance with the requirements
of section 710(b) (6) of the Defense Pro-
duction Act of 1950, as amended, and
Executive Order 10647 of November 28,
1955, the following changes have taken
place in my financial interests during
the past six months:

(1) No change.
(2) No change.
(3) No change.
(4) No change.
This statement is macIe as of Janu-

ary 28, 1975.

Dated: January 28, 1975.

R. R. McLAGAN.
[FR Doc.75-8008 Filed 3-26-75;8:45 am]

HARRY H. MOCHON, JR.

Statement of Changes in Financial
Interests

In accordance with the requirements
of section 710(b) (6) of the Defense Pro-
duction *Act of 1950, as amended, and
Executive Order 10647 of November 28,
1955, the following changes have taken
place in my -financial interests during
the past six months:

(1) No change.
(21 TigerIntl (delete).
(3) No change
(4) No change.
This statement is made as of Jani-

ary 27,1975.

Dated; January 27,1975.

H. H. MocHoN, Jr.
[FR Doc.75-8009 Filed 3-26-75;8:45 am]

JULIO A. NEGRONi
Statement of Changes in Financial

Interests

In accordance with the requirements
of section 710(b) (6) of the Defense Pro-
duction Act of 1950, as -amended, and
Executive Order 10647 of November 28,
1955, the following changes have taken
place in my financial interests during
the past six months:

(1) No change.
(2) No change.
(3) No change.
(4) No change.
This statement is made as of Janu-

,ary 30, 1975.

Dated: January 30, 1975. -

JuLio NEGRONI.
* IFR Doc. 75-8010 Filed 3-26-75;8:45 am]

WILLIAM K. PENCE
Statement of Changes in Financial

Interests
In accordance with the requirements

of section 710(b) (6) of the Defense Pro-
auction Act of 1950, as amended, and Ex-
ecutive Order 10647 of November'28,

1955, the following changes have taken
place in my financial Interests during
the past six months:

(1) None.
(2) None.
(3) None.
(4) None.
This statement Is made as of January

28, 1975.

Dated: January 28, 1975.

WILI,I X. PrNcr.
[FR Doc.75-8011 Filed 3-2G-75,0:45 nal

LEROY J. SCHULTZ
Statement of Changes in Fin3nclal

Interests

In accordance with the requirements
of section 710(b) (6) of the Defense Pro-
duction Act of 1950; as amended, and
Executive Order 10647 of November 28,
1955, the following changes have taken
place in my financial Interests during
the past six months:

(1) No change.
(2) No change.
(3) No change.
(4) No change.
This statement Is made as of January

27, 1975.

Dated: January 27, 1975.

L. J. SCHULTZ.
[FR Doc.75-8012 Filed 3-2C-75;8:45 amI

CHARLES W. WATSON

Statement of Changes in Financial
Interests

In accordance with the requirements
of section 710(b) (6) of the Defense Pro-
duction Act of 1950, as amended, and
Executive Order 10647 of November 28,
1955, the following changes have taken
place in my financial Interests during the
past six months:

(1) No change.
(2) No change.
(3) No change.
(4) No change.
This statement is made as of Janu,

ary 27, 1975.

Dated: January 27, 1975.

' CHARzS W. NVATSON.
[FR Doc.75-8013 Filed 3-26-75;8:45 am]

DEPARTMENT OF COMMERCE
Domestic and International Business

Administration

MASSACHUSETTS INSTITUTE OF
TECHNOLOGY

Decision on Application for Duty-Freo
Entry of Sciantlfic Article

The following is a decision on an ap-
plication for duty-free entry of a scien-
tific article pursuant to section 6(c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub.
L. 89-651, 80 Stat. 897) and the regula-
tions issued thereunder as amendcd (37
FR 3892 et seq.)
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A copy of the record pertaining to this
decisiori is available for public review
during ordinary business hours of the
Department of Commerce, at the Office
of Import Programs, Department of
Commerce, Washington, D.C. 20230.

Docket 'number: 73-00424-00-66700.
Applicant: Massachusetts Institute of
Technology, 77 Massachusetts Avenue,
Cambridge, Mass. 02139. Article: Spare
parts for prevost projector consisting of
18 condenser lenses and 18 flat pieces.
Manufacturer: Officine Prevost, Italy. In-
tended use of article: The articles are
spare parts to an existing prevost pro-
jector used in conjunction with AEC
basic research for scanning and measur-
ing spark chamber and bubble chamber
fi. .

Comments: No comments have beeh
received with respect to this application.

Decisioh: Application approved. No
instrument or apparatus of equivalent
scientific value to the foreign article, for
such purposes as this article is intended
to be used, is being manufactured in the
,United States.

Reasons: The application relates to
compatible components for an instru-
ment -that had been previously imported
for the use of the applicant institution.
The article 'is being furnished by the
manufacturer which produced the in-
strument with which the article is in-
tended to be used and is pertinent to the
applicant's purposes.

The Department of Commerce knows
of no similar components being manu-
factured in the United States, which is
interchangeable with or can.be readily
adapted to the instrument with which
the foreign article is intendedto be used.
(Catalog of Federal Domestic Assistance Pro-
gram No. 11.105, Importation of Duty-'ree
Educational and-Scientflc Materlals.>

A. H. SruAnR, -
Director, SpeciaZ

Import Programs Division.
[Fj Doc.75-7972 Filed 3-26--75;8:45 am]

UNIVERSITY OF MIAMI, ET AL
Applications for Duty-Free Entry of

Scientific Articles -

The following are notices of the re-
ceipt of applications for duty-free entry
of scientific articles pursuant to section
6(c) of the Educational, Scientific, and
Cultural- Materials Importation Act of
1966 (Pub. L. 89-651; 80 Stat. 897). In-
terested persons may Ipresent their views
with respect to the question of whether
an instrument or apparatus of equival-
-ent scientific value for the purposes for
which the article is intended to be used
is being manufactured in the United
States. Such comments must be filed in.
triplicate with the Director, Special Im-
port Programs Division, Office of Import
Programs, Washington, D.C. 20230, on or
before April 16, 1975.
. Amended regulations issued under

cited Act, as published in the February
24, 1972 issue of the FEDERL REGISTER,
prescribe the requirements applicable to
comments.

A copy of each application is on file,
and may be examined during ordinary
Commerce Department business hours
at the Special Import Programs Division,
Department of Commerce, Washington,
D.C. 20230.

Docket number: 75-00375-00-17500.
Applicant: University of Mlai, Rosen-
stiel School of Marine & Atmospheric
Science, 4600 Rickenbacker Causeway,
Miami, Florida 33149. Article: Replace-
ment Parts for Recording Current Meter.
Manufacturer: Ivar Aanderaa, Norway.
Intended use of article: The articles are
replacement parts to an existing record-
ing current meter which is being used in
an experiment to distinguish between
motions of the density surface due to In-
ternal waves and apparent motions of a
temperature surface. This study has a
significant bearing on the usual method
of measuring internal waves by measur-
ing the temperature field. Application re-
ceived by Commissioner of Customs:
February 12, 1975.

Docket number: 75-00395-33-46040.
Applilcant: City of Hope National Medi-
cal Center, Department of Pathology,
1500 East Duarte Road, Duarte, Califor-
nia 91010. Article: Electron Microscope,
Model Ea 301fwith Anticontamination
System. Manufacturer. Philips Elec-
tronic Instruments NVD, The Nether-
lands. Intended use of article: The article
is intended to be used for (1) ultrastruc-
tural Identification of ntramitochon-
drial virus-like particles in human mam-
mary carcinoma, (2) continued studies
into the determination of possible diag-
nostic criteria for a wide variety of soft
tissue sarcomas and other solid malig-
nant tumors and associated morphologic
characterization and localization of
virus-like particles, (3) elucidation of ul-
trastructural characteristics of Reed-
Sternberg cells in Hodgkin's Disease and
so-called Reed-Sternberg-like cells which
have been described in non-neoplastic
disorders, with a careful search for E.
viral particles in cases of Hodgkin's dis-
ease, (4) combined study of their ultra-
structure, histochemlstry and membrane
receptor sites, with special emphasis on
"histlocytic" lymphoma, and (5) a com-
bined study of the transmission and
scanning electron microscopy with ultra-
histochemistry of Hodgkin's disease and
non-Hodgkin's lymphomas and studies
of membrane receptor sites. The objec-
tives pursued in the course of these in-
vestigations is to determine the morph-
ologic diagnostic criteria for a wide va-
riety of pathologic malignant disorders
and to determine the morphologie char-
acterization and location of associated
virus particles. The article-will also be
used In teaching post-doctorate fellows
in Pathology and Surgical Pathology
resldents the basic information in ref-
erence to techniques in tissue prepara-
tion, sectioning, and basic electron mi-
croscopy operation via rotation through
the electron microscopy laboratory. Ap-
plication -received by Commissioner of
Customs: March 4, 1975.

Docket number: 75-00396-33-46040.
Applicant: Columbia University, College

of Physicians and Surgeons, Dept. of
Physiology, 630 West 168th Street, New
York, New York 10032. Article: Electron
Microscope, Model EM 301 and. Acces-
sories. Manufacturer: Philips Electronic
Instruments NVD, The Netherlands. In-
tended use of article:

The article is intended to be used for
the following studies:

(1) The ultrastructure of identified
synapses in Aplysia nervous system-

(2) The study of axoplasmic transport
In single Identified neurons of Aplysla.

(3) The morphology of individual
macromolecular protein complexes. Ap-
plcation received by Commissioner of
Customs: March 4,1975.

Docket number: 75-00397-33-90000.
Applicant: Santa Rosa Medical Center,
519 W. Houston, San Antonio, 'Texas
78285. Article: EMI Scanner with Mag-
netic Tape Storage System. Manufac-
turer: EM Limited, United. Kingdom.
Intended use of article: The article is
intended to be used to scan patients!
heads In series of either 0.8 cm or 1.3 cm
wide slices, and thereby yield informa-
tion on brain tissue for presentation in
the most useful form for evaluation by
neurologists and neurosurgeons. The ar-
ticle will also be used for the teaching
of residents from the University of Texas
at San Antonio. Application received by
Commissioner of Customs: March 4,
1975.

Docket number: 75-00398-33-83600.
Applicant: Cornell University, Depart-
ment of Physics, Ithaca, New York 14850.
Article: PLM-3 Pulsed Platinum, NMR
Thermometer with Plug in Cards. Manu-
facturer: Instruments for Technology
Ltd., Finland. Intended use of article:
The article is intended to be used to
measure the nuclear magnetic suscepti-
bility of platinum and the nuclear mag-
netic spin lattice relaxation time of the
platinum powder. Application received by
Commissioner of Customs: March 4,1975.

Docket number: 75-00399-01-77040.
Applicant: Grand Forks Energy Research
Center, Energy Research and Develop-
ment Administration, Box 8213, Univer-
sity Station, Grand Forks, N.D. 58202.
Article: Mass Spectrometer, Model MS
3074 and Data System, DS-50. Manufac-
turer: AEI Scientific Apparatus Inc.,
United Kingdom. Intended use of article:
The article is intended to be used for
studies of organic products resulting
from the liquefaction and gasification of
lignite. The phenomena to be studied in-
clude the kinetics of the liquefaction of
lignite during both batch and continuous
processing studies. The article will enable
the obtaining of specific information con-
cerning the type of organic compounds
present in the product. Application re-
ceived by Commissioner of Customs:
March 4, 1975.

Docket number: 75-00400-00-80050.
Applicant: National Radio Astronomy
Observatory, Associated Universities,
Inc., Edgemont Road, Charlottesville,
Virginia 22901. Article: Coupling
Sleeves for 60 mm Helical Circular
Wavegulde. Manufacturer: Furukawa
Electric Co. Ltd., Japan. Intended-
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use of article: The articles are acces-
sories to an existing helical circular
wavegulde which Is Intended to be used
as part of the Very large Array radio
telescope to transmit radio wavelength
radiation received from extraterrestrial
objects to redording apparatus. The study
of this radiation enables astronomers to
study the sources of energy, origin, and
evolution of the universe. Application re-
ceived by Commissioner of Customs:
March 4, 1975.

Docket number: 75-00401-85-40600.
Applicant: University of Georgia, De-
partment of Geology, Athens, Georgia
30602. Article: Double Collecting Mass
Spectrometer-V.G. Micromass 602C with
Digital Printer, Small Sample Adapter.
Manufacturer: V.G. Mfficromass, United
Kingdom. Intended use of article: The
article is intended to be used for ex-
amination of the influence of surface
meteoric waters upon subsurface vol-
canic, processes through the study of
variations in "O/"'O in rocks and miney-
als. Special emphasis will beplaced upon
the study of samples obtained from vari-
ous localities In Antarctica. The article
will also be used for isotope geochemistry
studies.

The article will serve as an education
tool for student research in many fields
of geology. In addition the article will
be used in a course titled: "Isotope
geology and geochronology" serving to
educate students in the general, aspects
of this subject area. Application received
by Commissioner of Customs: March 4,
1975.

Docket number: 75-00402-75-49400.
Applicant: Brookhaven National Labora-
tory, Associated Universities, Inc., Up-
ton, Long Island, New York 11973. Ar-
ticle:- Neutron Guide Tube. Manufac-
turer: Universitat Munchen Geschafts-
fuhrer, West Germany. Intended use
of article: The article is intended to be
used in a program of investigating the
properties of atomic nuclei. In particular,
nuclei in high states of excitation are
produced at charged particle accelerators
and at the Brookhaven High Flux Re-
search Reactor and the various proper-
ties of their excited energy levels are
determined and compared with the pre-
dictions of nuclear models. Application
received by Commissioner of Customs:
March 4, 1975..

Docket number: 75-00403-33-46040.
Applicant: University of California, San
Diego, P.O. Box 109, La Jolla, California
92037. Article: Electron Microscope,
Model EM 9S-2. Manufacturer: Carl
Zeiss, West Germany. Intended use of
article: The article is intended to be
Used in studies of structural adaptations
in marine organisms by staff and stu-
dents in Scripps Institution of Oceanog-
raphy. The course entitled "Cell Physi-
ology of Marine Organisms" Is being
offered and deals with (1) how methodh
of cell biology can solve problems peculia
to marine animals and (2) how marinc
animals provide favorable systems foi
elucidation of general problem cell biol-
ogy (sic). Students being trained in elec-
tron microscopy will be familiarized witi

principles, construction, and operation
of the electron microscope. Application
received by Commissioner of Customs:
March 4, 1975.

Docket number: 75-00404-00-46040.
Applicant: Arizona State University,
Tempe, Arizona 85281. Article: Heating
Specimen Stage for JEM 1OOB Electron
Microscope. Manufacturer: JEOL Ltd.,
Japan. Intended use of article: The arti-
cle is intended to be used for studies of
small crystals and thin films of inorganic
compounds (mostly oxides) and alloys as
a function of temperature. High resolu-
tion electron microscopy of the speci-
mens will allow the study, of the changes
in the arrangements of atoms related to
structural transformation. Application
received by Commissioner of Customs:
March 4, 1975.

Docket number: 75-00405-33-90000.
Applicant: Tucson Medical Center, 5301
E. Grant Road, Tucson, Arizona 85712.
Article: EAU Scanner with Magnetic
Tape Storage System. Manufacturer:
EM Limited, United Kingdom. Intended
use of article: The article is intended
to be used in the examination of the
patient's head through the use of a nar-
row beam of x-rays. This unit will make
it possible to analyze the brain visually
far more accurately than has been here-
tofore possible. The article will be used
in conjunction with the present neurolog-
ical and neurosurgical and radiological
training programs as an educational tool
to assist in properly training residents in
the diagnosis of certain medical prob-
lems such as headaches, seizure activity,
brain tumor suspects, head injuries,
stroke and intracerebral bleeding. Appli-
cation received by Commissioner of Cus-
toms: March 4, 1975.

Docket number: 75-00406-44-01100.
Applicant: Tulane Uiversity School of
Medicine, 1430 Tulane Avenue, New
Orleans, Louisiana 70112. Article: Mor-
gan Transfertest Model B with Asso-
ciated Gas Analyzers. Manufacturer: P.
K. Morgan, Ltd., United Kingdom. In-
tended use of article: The article is in-
tended to be used for the measurement
of lung volume and capacities and for the
determination of single-breath diffusing
capacity. The purpose of-this measure-
ment is to assess damage of the alveolar
capillary interspace which is experi-
mentally detected by decrease n the
transfer of gas from the air to the blood.
The article will also be used to teach Na-
tional Institutes of Health trainees the
technique of measuring pulmonary dif-
fusing capacity, which will enable them

to set up and supervise their own pul-
monary function laboratory when they
complete training. Application received
by Commissioner of Customs: March 4,

- 1975.
(Catalog of Federal Domestic Assistance Pro-
gram No. 11.105, Importation of Duty-Free

r Educational and Scientific Materials.)

A. H. STuART,
Director,

Special Import Programs Division.

I FR Doc.5-7973 Filed 3-26-75; 8:45 am]

NEW YORK UNIVERSITY MEDICAL CENTER
ET AL.

Consolidated Decision cn Applications for
Duty Free Entry of Scientific Articles

The following is a consolidated decision
on applications for duty-free entry of
EM Scanner Systems pursuant to sec-
tion 6(c) of the Educational, Scientific,
and Cultural Materials Importation Act
of 1966 (Pub. L. 89-651, 80 Stat. 897) and
the regulations issued thereunder as
amended (37 M 3892 et seq). (See
especially section 701.11(e).)

A copy of the record pertaining to
each of the applications in tills con-
solidated decision Is available for public
reviewduring ordinary business hours of
the Department of Commerce, at the
Special Import Programs Division,
Office of Import Programs, Department
of Commerce, Washington, D.C. 20230.

Docket Number: 15-00211-33-90000.
Applicant: New York University Medical
Center, 550 First Avenue, New York, N.Y.
10016. Article: EMM Scanner System.
Manufacturer: EMI Limited, United
Kingdom. Intended Use of Article:
The article is Intended to be used for the
investigation of cerebral diseases such as
tumors, cysts and hemorrhages which
overcome the limitations of conventional
X-ray techniques in brain tissue investi-
gations. The article will provide the
diagnostician with accurate information
on the nature and location of diseased
or damage tissue and eliminate the
principal physical and psychological dis-
comforts to patients which have been
unavoidable with some other techniques,
Application Received By Commissloner
of Customs: November 19, 1974.
Advice Submitted by the Department of
Health, Education, and Welfgro on:
February 21, 1975. Article Ordered:
June 25, 1973.

Docket Number: 75-00221-33-90000.
Applicant: Delaware Valley Neurosurgi-
cal Assocaton-Episcopal Hospital, C-
111 Episcopal Hospital, Front Street and
Lehigh Avenue, Philadelphia, Pa. 19125.
Article: EMI Scanner System. Manufac-
turer: EMI Limited, United Kingdom.
Intended Use Of Article: The article will
be used to study the brain by com-
puterized transaxial tomography (CTT).
Examples of planned projects are the
study of traumatic and/or spontaneous
Intracranial hemorrhage, management
of cerebral edema, the effect of hn-
munotherapy on the growth of brain
tumors, dementia, isotope brain scan
versus CTT and ultrasound versus CTT.
The article will also be used to train
neurological, neurosurglcal and radio-
logical residents, as well as medical stu-
dents and physicians in the use of CTT.
Application Received By Commissioner
Of Customs: November 20, 1974. Advice
Submitted BY The Department Of
Health, Education, And Welfare on:
February 21, 1975. Article Ordered: No-
vember 19, 1973.

Docket number: 75-00247-33-90000.
Applicant: Children's Hospital of Pltts-
burgh, 125 DeSota Street, Pittsburgh, Pa.
15213. Article: EMI Scanner System with
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Magnetic Tap System and- High Den-
sity Display' Unit. Manufacturer: Ex~f
Limited; United Kingdom. Intended use
of article: The article: is intended to 'be
used, -in addition. to performing clinical
studies on patients, in the postgraduate
medical training programs of Children's
Hospital of Pittsburgh and Presbyterian-
University Hospitals. It will, be used pri-
marily-in the training of neuroradiology
fellows, neurosurgery residents, neurolo-
gy residents and neuropathology fellows.
Application received by Commissioner of

. Customs: December 4, 1974. Advice sub-
mitted by the Department of Health,
Education, and Welfare on: February 21,
1975.Article ordered: September 12,1974.

Docket number: 75-00249-33-90000.
Applicant: The Swbdish -Hospital Medi-
cal Center; 747 Summit Seattle, Wash-
ington 98104 Article: EML Scanner Sys-
tem with MHagnetic Tape Storage Option.
Manufacturer: RMI Limited, United
Kingdom. Intended use of article: The
article is intended t6 be used to investi-
gate lesions of the orbit multiple sclero-
sis, migraine headaches, tumors of the
selia and acoustic neuromas. The article
will also be used to train tebhinologists-In
the operation of the article. Application
received-by Commissioner of Customs:
December 4, 1974. Advice submitted by
the Department of Health, Education
and Welfare on: February 21, 1975. Ar-
ticle ordered: October 16, 1974.

Comments: No comments have been
received with respect to any of the fore-
going applications.: Decision:- Applica-
tions approved. No instrumuent or ap-
paratus of equivalent scientific value to
the foreign articles, for such purposes as
these articles are intended to be used,
were being manufactured in the United
States at the time the articles were or-
dered. Reasons: Each foreign article is
a newly develdped system which is de-
signed to provide precise transverse axial
X-ray tomography. The Department of
Health, Education, and Welfare (HEW)
advises in -its respectively cited memo-
randa that the sensitivity and the non-
invasive methodology of each article are

. pertinent to the purposes for which each
foreign article is intended to be, used.
HEW also advises that it knows of no
domestic instrument of equivalent scien-
tific value to any of the articles to which
the foregoing applications relate for such
purposes as these articles are intended
to be used which was being manufacr
tured in. the United States at the time
the articles-were ordered.

The Department of Commerce knows
of no other instrument or apparatus of
equivalent scientific value to any of the
foreign articles to which the foregoing
applications relate, for such purposes as
these articles are intended to be used,-
which were being manufactured in the
United States at the time the articles
were ordered.
(Catalog oflFederal Domestic-Asslstance Pro-
gram No. 11.105, inportati6n of Duty-Free
Educational and Scientific Materials.)

A. H. SuAeRT,
Director,

Special Import Programs Division.
[FR Doc.75-7978 Filed 3-26-75;8:45 am]

UNIVERSITY. OF CALIFORNIA AND
IOWA STATE UNIVERSrTY

Consolidated, Decision on" Applicatons for
Duty Free Entry of Scientific Articles

Thefollowingis a consolidated decision:
on applications. for duty-free entry ot
EE Neutron Spectrometers pursuant to
section 6(c) of the Educational, Scien-
tifle, and Cultural Materials Importation
Act of 1966 (Pub. L. 89-651, 80 Stat. 897)
and the regulations issued thereunder as
amended (37 FR 3892 et seq.). (See espe-
cially Section 701.11(e).)

A copy of the record pertaining to each
of the applications in this consolidated
decision is available for public review
during ordinary business hours of the
Department oTCommerce, at the Special
Import Programs Division, Office of Im-
port Programs, Department of Com-
merce, Washington, D.C. 20230.

Docket number: 74-00050-75-77025.
Applicant: University of California, Pur-
chasing Department, P.O. Box 1500,
Berkeley, California 94701. Article: 'He
Fast Neutron Spectrometer. Manufac-
turer: Seforad-Applied Radiation Ltd.,
Israel. Intended use of article: The for-
eign article will be used n research stud-
ies of delayed neutron spectra from
decay of short-lived fission products. It
is Intended the studies will Include as
many spectra as are accessible under the
available experimental conditions. Appl-
cation received by Commissioner of
Customs: July 30,1973. Advice submitted
by the National Bureau of Standards on:
May 10, 1974.

Docket Number: 74-00292-75-77025.
Applicant: Iowa State University, Ames
Laboratory, Ames, Iowa 50010. Article:
'Neutron Spectrometer. Manufacturer:
Technion Research Foundation, Israel.
Intended use of article: The article Is
intended to be used to study the neutron
energy spectrum of various mass-separ-
ated fission products nuclides. Applica-
tioh received by Commissioner of Cus-
toms: January 14,1974. Advice submitted
by the National Bureau of Standards on:
May 13, 1974.

Comments: No comments have been
received with, respect to either of the
foregoing applications. Decision: Appli-
cations approved. No Instrument or ap-
paratus of equivalent scientific value to
the foreign articles, for such purposes
a& these articles'are intended to be used.
is being manufactured In the United
States. Reasons: Each foreign, article
provides the highest resolution available
which is significantly superior to the
resolution capability provided by neu-
tron spectrometers of the proportional
counter type (i.e., each foreign article
provides an energy resolution of better
than 20 keV (kiloelectronvolts) for
thermal neutrons). The National Bureau
of Standards (NBS) advised In the re-
spectively cited memoranda that the
capabilities described above are pertinent
to the purposes for which each of the for-
eign articles cited above is intended to
be used. NBS also advised that It knows
of no domestically manufactured instru-
ment which Is scientifically equivalent
to any of the foreign articles to which
the foregoing applications relate for such

purpose as these articles are Intended to
be useL.

The Department of Commerce knows
of no other instrument or apparatus of
equivalent scientific value to the foreign
article, for such purposes as this article
is intended to be used, which Is being
manufactured In the United States.
(Catalog of Federal Domestic Assistance Pro-
gram No. 11.105, Importation- of Duty-Free
Educational and ScientifIc Materials.)

A. H. Sruhnr,
Director, Special lbport

Pro grem&Division.
[Fa Do.75-79756Filed. S-25-'t5;8:45 cml

UNIVERSITY OF CAUFORNIA-LOS
ALAAIOS

Decision on Application for Dury-Free
Entry of Scientific Article

The following is a decision on an ap-
plication for duty-free entry of a scen-
tMe article pursuant to section 6(c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub.
I. 89-51, 80 Stat. 897) and the reguIa-
tions issued thereunder as amended (37
FR 3892 et seq).

A copy of the record pertaining to this
decision is available for public review
during ordinary business hours of the'
Department of Commerce, at the Office
of Import Programs, Department of
Commerce, Washington, D.C. 20230.

Docket Number: 75-00231-75-68495.
Applicant: University of California, Los
Alamos Scientific Laboratory, P.O. Box
990, Los Alamos, New Mexico 87544.
Article: Pump: Electric Drive. Manufac-
turer- Stansted Eng. Co. Ltd., United
Kingdom. Intended use of article: The
article is Intended to be used to extend
P-V-T data on the molecular hydrogens
up to 40 kbar to better understand the
processes leading to laser fusion and the
creation of metallic hydrogen.

Comments: No comments have been
received with respect to this application.
Decision: Application approved. No In-
strumnent or apparatus of equivalent
scientific value to the foreign article, for
such purposes as this article is Intended
to be used, is being manufactured in the
United States. Reasons: This application
Is a resubmisslon of Docket Nurmber 74-
00493-01-68495 which was denied with-
out prejudice to resubmisslon on Septem-
ber 17, 1974 for Informational deficien-
cies. The foreign article, a hydraulic
pump, provides the specification of con-
stant pressure characteristics. The Na-
tional. Bureau of Standards (iBSSL ad-
vises in Its memorandum dated Febru-
ary 27, 1975 thatthe specification de-
scribed above Is pertinent ta the appli-
cant's intended purpose. NBS also advises
that it knows of no dodestic constant
pressure. pump of equivalent scientific
value to the foreign articlefor the appli-
cant's Intended use.

The Department of Commerce knows
of no other Instrument or apparatus of
equivalent scientific value fo the foreign
article, for such purposes as this article
is intended to be used, which is being
manufactured in the United States.
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(Catalog of Federal Domestic Assistance Pro-'
gram No. 11.105, Importation of Duty-Pro.
Educational and Scientific Materials.)

A. H. STUART,
Director, Special Import

Programs Division.
[FR Doc.75-7974 Filed 3-26-75;8:45 am]

UNIVERSITY OF ILLINOIS
Decision on Application for Duty-Free

Entry of Scientific Article
The following is a decision on an ap-

plication for duty-free entry of 'a scien-
tific article pursuant to section 6(c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub.
L. 89-651, 80 Stat. 897) and the regula-
tions issued thereunder as amended (37
PR 3892 et seq.).

A copy of the record pertaining to this
decision is available for public review
during ordinary business hours of the De-
partment of Commerce, at the Office of
Import Programs, Department of Com-
merce, Washington, D.C. 20230.

Docket number: 75-00188,00-46040.
Applicant: University of Illinois, Urbana-
Champaign Campus, Purchasing Divi-
sion, 223 Admin. Bldg., Urbana, Illinois
61801. Article: Low Temperature Speci-
men Stage, Type KH-4BM (Modified).
Manufacturer: Hitachi Perkin-Elmer,
Japan. Intended use of article: The ar-
ticle is an accessory device for an exist-
ing electron microscope which will allow
the general observation of specimens at
low temperatures (in addition to room
temperature) for the study of nucleation
and growth of martensitic phases at low
temperatures; pre-transformation lattice
instabilities as observed at room*tem-
peratures and below.

Comments: No comments have been
received with respect to this application.

Decision: Application approved. No in--
strument or apparatus of equivalent sci-
entific value to the foreign article, for
such purposes as this article is intended
to be used, is being manufactured in the
United States.

Reasons: The application relates to a
compatible accessory for an instrument
that had been previously imported for
the use of the applicant Institution. The
article is being furnished by the manu-
facturer which produced the instrument
with which the article is intended to be
used and is pertinent to the applicant's
purposes.

The Department of Commerce knows
of no similar accessory being manufac-
tured in the United States, which is in-
terchangeable with or can be readily
adapted to the instrument with which the
foreign article is intended to be used.
(Catalog of Federal Domestic Assistance Pro-
gram No. 11.105, Importation of Duty-Free
Educational and Scientific Materlals.)

A. H. STUART,
Director, Special Import

Programs Division.
iF1 Doc.75-7976 Filed 3-26-75;8:45 am]

YALE UNIVERSITY
Decision on Application for Duty-Free

Entry of Scientific Article
The following is a decision on an ap-

plication for duty-free entry of a scl-
entifio article pursuant to section 6(c) of
the Educational, Scientific, and Cultural
Materials Importation Act of 1966 (Pub.
L. 89-651, 80 Stat. 897) and the regula-
tions issued thereunder- as amended (37
FR 3892 et seq.).

A copy of the record pertaining to this
decision is available for public review
during ordinary business hours of the
Department of Commerce, at the Office
of Import Programs, Department of Com-
merce, Washington, D.C. 20230.

Docket number: 75-00241-00-46040.
Applicant: Yale University, Purchasing
Department, 20 Ashmun Street, New
Haven, Conn. 06520. Article: 35mm Roll
Film Camera. Manufacturer: Carl Zeiss,
West Germany. Intended use of article:
The article is an accessory to an existing
electron microscope being used to ex-
amine the ulttastructural characteristics
of a variety of transporting epithelia. The
article will allow for 45 additional ex-
posures of specimens on 35mm film thus
allowing for better utilization of stereo-
pair photography of the intra-cellular
contacts which are to be studied and also
allowing for better recording of serial re-
constructions of the transporting epithe-
lia studied by both standard transmission
and freeze etch electron microscopy.

Comments: No comments have been re-
ceived with respect to this application.

Decision: Application approved. No in-
strument or apparatus of equivalent sci-
entific value to the foreign article, for
such purposes as this article is Intended'
to be used, is being manufactured In the
United States.

Reasons: The application relates to a
compatible accessory for an instrument
that had been previously imported for the
use of the applicant institution. The arti-
cle is being furnished by the manufac-
turer which produced the Instrument
with which the article is intended to be
used and is pertinent to the applicant's
purposes.

The Department of Commerce knows
of no similar accessory being manufac-
tured-in the United States, which is in-
terchangeable with or can be readily
adapted to the instrument with which the
foreign article is intended-to be used.
(Catalog of Federal Domestic Assistance Pro-
gram No. 11.105, Importation of Duty-Free
Educational and Scientific Materials.)

A. H. STUART,
Director, Special Import

Programs Division.
IP11 Do.75-7977 Filed 3-26-75;8:45 am]

SEMICONDUCTOR TECHNICAL
ADVISORY COMMITTEE
Partially Closed Meeting

Pursuant to the provisions of the Fed-
eral Advisory Committee Act, 5 U.S.C.

App. I (Supp. I1, 1973), notice Is hereby
given that a meeting of the Semicon-
ductor Technical Advisory Committee
will be held on Wednesday, April 30,1975,
at 9:30 aam. in Room 3708, Main Com-
merce Building, 14th and Constitution
Avenue NW., Washington, D.C.
' The Semiconductor Technical Advi-

sory Committee was Initially established
on January 3, 1973. On December 20,
1974, the Acting Assistant Secretary for
Administration, approved the recharter
and extension of the Committee for two
additional years, pursuant to section 5
(c) (1) of the Export Administration Act
of 1969, as amended, (50 U.S.C. App. 2404
(c) (1)) (Supp. III, 1973) and the Fed-
eral Advisory Committee Act.

The Committee advises the Office of
Export Administration, Bureau of East-
West Trade with respect to questions
involving technical matters, world-wide
availability and actual utilization of pro-
duction and technology, and licensing
procedures which may affect the level of
export controls applicable to semicon-
ductor products, Including technical data
related thereto, and Including those
whose export Is subject to multilateral
(COCOM) controls.

The Committee meeting agenda has
four parts:'

GENERAl. SrSSION

(1) Opening remarks by the Chairman,
(2) Presentation of papers or comments

by the public.
(3) Discussion of integrated circuits.

EXECUTIVE Sessiox

(4) Discussion of matters properly classi-
fled under, Executive Order 11052 dealing
with the U.S. and COCOIM control program
and strategic criteria related thereto.

The public will be permitted to atteild
the General Session, at which a limited
number of seats will be available to the
public. To the extent time permits mem-
bers of the public may present oral state-
ments to the Committee. Written state-
ments may be submitted at any timni
before or after the meeting.

With respect to agenda Item (4), the
Assistant Secretary of Commerce for
Administration, with the concurrence of
the delegate of the General Counsel, for-
mally determined on December 16, 1974.
pursuant to section 10(d) of the Federal
Advisory Committee Act that the mat-
ters to be discussed In the Executive Ses-
sion should be exempt from the provi-
sions of the Act relating to open
meetings and public participation there-
in, because the Executive Session will be
concerned with matters listed In 5 U.S.C.
552(b) (1), i.e., it is specifically required
by Executive Order 11652 that they bo
kept confidential In the interest of the
national security. All matters have been
properly classified under the Executive
Order. All Committee members have ap-
propriate security clearances.

Minutes of the open portion of the
meeting will be available upon written
request addressed to the Central Ref-
erence and Records InspectlonFacility,
Room 7043, U.S. Department of Com-
merce.
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For further. information, contact Mr.
Charles C. Swanson, Director, Opera-
tions Division; Office of Export:Adminis-
tration,, Domestic and International
Business Ad ton, Room 1620,
U.S. Department of Commerce; Wash-
ington, D.C. 20230, telephone. A/C 202-
967-4196.

In accordance with paragraph (4) of
the Order of' the United States District
Court for the District of Columbia ln
Aviatio Consu .Action. Project, et al.,
v. C. Langhorne W'aslburn, et al., Sep-
tember -10, 1974, as amended, Septem-
ber-23, 1974 (Civil Action N-o. 1838-13),
the CompleteNotice offDetermination to
close portions of the series of meetings
of the Semiconductor Technical Advisory
Committee and of any subcommittees
thereof, was published in the FcmuRL
RPGsR (40 FF 18, appearing in the
issue of January 2, 1975).

Dated: March 21, 1975.
RAUEa H1. MEYER,

Director, Ofjde of Export Ad-
m6stration, Bureau of East-
West Trade.

IFT, Doc.75-7961 Flied 3-26-75,8:45 am]

National Bureau of Standards
FEDERAL INFORMATION PROCESSING-

STANDARDS TASK GROUP 15 COM-
PUTER SYSTEMS SECURITY

Meeting
Pursuant to the Federal Advisory

Committee, Act, '5 U.S.C. App. I (Supp.
111, 1973), notice is hereby given that the
Federal Information Processing Stand-
ards Task Group 15 (FPS TG-15),
.Computer Systems Security; will hold a

meeting from, 9 am. to 4 pm. on Tues-
day, May 6, 1975 and Wednesday, May 7,
1975, in Room B-163, Building 222, of
the 'National Bureau of Standards at
Galthersburg, Maryland.

The purpose of this meeting Is to con-
tinue drafting guidelines In four areas
of computer systems security: Informa-
tion management; internal controls;
teleprocessing and network control; and;
requirements.

The public will be permitted to at-
tend, to file written statements, and, to
the extent that time permits, to present
oral statements. Persons planni g to
attend. should notify Dr. DenI l K.
Branstad. Institute for Computer Sci-
ences and Technology, National Bureau
of Standards, Washington, D.C. 20234
(Phone 301-921-3861).

Dated: March 21, 1975.
RICnaiw W. Roazrs,

IDirector.
[FR Doc.75-7920 Piled 3-26-75;8:45 am)

DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

Centerfor Disease Control
SAFELY AND OCCUPATIONAL HEALTH

STUDY SECTION
. Meeting

Pursuant to Pub. L. 92-463, the Direc-
tor, Center for Disease Control an-
nounces the meetingdates and other re-
quired information for the following Na-
tional Advisory body of the National In-
stitute- for Occupational Safety and.
Health which Is scheduled to assemble
during the month of April 1975.

Committee'name Dateftimelplacm Type otmeeting nndfor onta tlpawn

Safety and Oonmpatlonal Apr. -U. 1975. 9 n.m., Rldg. 1, Opcngn-n.to12nocnonApr..d _drcm.ind
'HealthStudy-Seatfon. .Room 207 Center for. Disea. of meeting. contUt: Dr. J'obn F. Eoctr,

Control, 1600 Clifton Rd. NE., NioSi; Woom 3-4a Park Bldr.. ( Phrx
- -&Atlanta, Ga30333. - one, l-*kvIle, Md. 2090, Code(.1-43m4m.

Purpose: The committee is charged
with the initial review of research, train-
ing, demonstration, and fellowship grant
applications f0r Federal assistance in
program areas administered by the Na-
tional Institute for Occupational Safety
and Health, and with. advising the In-
stitute staff on training and research
needs.

Agenda: From 9 am. to, 12 noon on
April 9, the' Study Section meeting will
be open, to reading of minutes of pre-
vious meeting;, administrative and staff
reports; presentation, of certificates to
retiring members- and presentations by
staff of thei Center for Disease Control.
From, 1Z noon until the end of the meet-
ing, the Study Section will; review- re-
search, demonstration, and training
grant applications and will not be open
to the public, in accordance with the de-
termiation by the 'Director, Center for
Disease Control, pursuant- to the provi-
sions of Public Law. 92-463, sectibn 10 (d).

Agenda items are subject to change as
priorities: dictate.

A roster of members and other rele-
vant Information regarding the meeting
maybe obtained from the contact person
listed above.

Dated- March 19. 1975.
DAvm N. SENcZ,

Director,
Center for Disease Control.

[FR Doc.75-7913 Flied 3-2G-75;8:45 am)

Food and DrugAdmlnistraton
[PAP 5B50781

BORG-WARNER CORP.
Filing of Petition for Food Additive

Pursuant to provisions -of the Federal
Food, Drug, iiud Cosmetic Act. (sec. 409
(b) (5), 72 Stat. 1786; (21 U.C. 348(b)
(5))), notice is given that a petition
(PAP 5B3078) has been filed by Carr,
Bonner, O'Connell, Kaplan and Thomp-
son, 900. Seventeenth St. NW., Washing-
ton, DC20006, on behalf of Borg-Warner

Corp. proposing that 9 121.2627 Acrylo-
nltrle/butadene/styrene/methyI meth-
acrylate copolymer (21 CM 121.2627) be
amended to- provide for additional safe
uses of the copolymer Use of the co-
polymer, currently restricted to low mois-
ture fats and oils, would be expanded to
include contact with all types of food,
except that It could not be used in fab-
ricating bottles intended to hold
carbonated beverages or beer.

The environmental impact analysis
report and other relevant material have
been reviewed, and it has been deter-
mined that the proposeduse of the addi-
tive will not have a significank environ-
mental Impact. Copies of the environ-
mental impact analysis report may be
seen n the office of the Assistant Com-
missioner for Public Affairs, Rm- 15B-42
or the office of the Hearing Clerk, Food
and Drug Administration, Em. 4-65,5600
Fishers Lane, Rockvle, UD 20852, dur-
ing workinT hours, Monday through
Friday.

Dated: March 18, 1975.
HowAMR.. Roatrs,

Acting Director, Bureau. of Foeds.
IFR Doc.7-7955' FMled 3-2T-75;8:45 mIl

PANEL ON REVIEW OF TOPICAL
ANALGESICS
MeetingPlaca

Pursuant to the Federal Advisory
Committee Act of October 6, 1972 (Pub.
L. 92-463, 80 Stat 770-776; (5 U.S.C.
App. n)), the Food and Drug Adminis-
tration announced,In a notice published
in the F=-r'ns. RXGMsTEr of March. 17,
1975 (40 Fn 12142), public advisory
committee meetings and other required
information, n accordance with provi-
sions set forth In section 10(a) (I) and
(2) of the act.

Notice s hereby given that the Panel
on Review of Topical Analgesics sched-
uled for April 17 and 18, 175, will be
held in Conference Rm. M. Parkiawn
Bldg., 5600 Fishers Lane, Rockville, PD
20852, at 9 am.

Dated: March 21,1975.
SAM D. FRME,

Associate Commissioner
for Compliazce.

IFE Doc.75-754 Ped. 3-26-75;8:45 a]

PANEL ON REVIEW OF VIRAL VACCINES
AND* RICKETrSIAL VACCINES

MeetingChange
Pursuant to the Federal Advisory

Committee Act of October 6.1972 (Pub.
Lt. 92-463, 86 Stat 770-776; (5 US.C..
App. )),. the Food and Drug Admini-
tration announced in a notice published
in the FkmmL Rzcm= of' March 17,
1975 (40 FR 12142). public advisory
committee meetings and other required
Information, In accordance with provi-
sions set forth in section 10(a) (11 and
(2) of the act.
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Notice is hereby given that the Panel
on Review of Viral Vaccines and Rickett-
sial Vaccines scheduled for April 11 and
12, 1975, is rescheduled for April 10, 11,
and 12; the open session is on April 10,
1975.

Dated: March 21, 1975.

SAM D. Fqm,
Associate Commissioner

for Compliance.
[FR Doc.75-7953 Filed 3-26-75;8:45 am]

Purpose. Reviews and evaluates all
available data concerning the safety and
effectiveness of presently marketed and
new prescription drug products proposed
for marketing for use in the practice of
psychiatry and related fields.

Agenda. Subpanel reports on pheno-
thiazines and the mentally retarded; the
development of long term protocols; and
the pediatric guidelines.

Agenda items are subject to change as
priorities dictate.

During the open sessions shown above,
Interested persons may present relevant.
Information or views orally to any com-
mittee for its consideration. Informa-
tion or views submitted to any commit-
tee in writing before or during a meeting
shall also be considered by the commit-
tee.

A list of committee members and
summary minutes of meetings may be
obtained from the contact person for the
committee both for meetings open to the
public and those meetings closed to the
public in accordance with section 10(d)
of the Federal Advisory Committee Act.

Most Food and Drug Administration
advisory committees are created to ad-
vise the Commissioner of Food and
Drugs on pending regulatory matters.
Recommendations made by the commit-
tees on these matters are intended to re-
sult in action under the Federal Food,
Drug, and Cosmetic Act, and those com-
mittees thus necessarily participate with
the Commissioner in exercising his law
enforcement responsibilities.

The Freedom of Information Act
recognized that the premature disclosure
of regulatory *plans, or indeed internal
discussions of alternative regulatory ap-
proaches to a specific problem; could

Food and Drug Administration
ADVISORY COMMITTEES

Meeting
Pursuant to the Federal Advisory Com-

mittee Act of October 6, 1972 (Pub. L.
92-463, 86 Stat. 770-776; 5 U.S.C. App.
I), the Food and Drug Administration
announces the following public advisory
committee meetings and other required
information %in accordance with pro-
visions set forth in section 10(a) (1) and
(2) of the act:

have adverse effects upon both public
and private interests. Congress recog-
nized that such plans, even when final-
ized, may not be made fully available in
advance of the effective date without
damage to such interests, and therefore
provided for this type of discussion to
remain confidential. Thus, law enforce-
ment activities have long been recognized
as a, legitimate subject for confidential
consideration.

These committees often must consider
trade secrets and other confidential in-
formation submitted by particular manu-
facturers which the Food and Drug Ad-
mini tration by law may not disclose,
and which Congress has included within
the exemptions from the Freedom of In-
formation Act. Such information includes
safety and effectiveness information,
product formulation, and manufacturing
methods and procedures, all of which are
of substantial competitive importance.

In addition, to operate most effectively,
the evaluation of specific drug or device
products requires that members of com-
mittees considering such regulatory mat-
ters be free to engage in full and frank
discussion. Members of committees have
frequently agreed to serve and to provide
their most candid advice on the under-
standing that the discussion would be
private in nature. Many experts would be
unwilling to engage in candid public dis-
cussion advocating regulatory action
against a specific product. If the commit-
tees were not to engage in the delibera-
tive portions of their work on a confi-
dential basis, the consequent loss of
frank and full discussion among com-
mittee members would severely hamper
the value of these committees.

Committee name Date, time, place Typo of meeting and contact person

L Panel on Review of Mls- April 20 and 21, 9 a.m., Conference Closed April 20, open April 21, 9 am. to 10 a.m.,
cellancous External Room A Parklawn Bldg., 5600 closed April 21 after 10 a.m., Thomas D.
Drug Products. Fishers bane, RoCk-vile, Mvd. - DeClls (HFD-510), 56G0 Fishers Lane, Rock-

ville, Md. 20852, 301-443-460.

Purpose. Reviews and evaluates avail- Agenda. Open session: Comments and
able data on the safety and effectiveness presentations by interested persons.
of active ingredients of currently mar- Closed session: Continuing review of
keted nonprescription drug products
containing miscellaneous external drug over-the-counter miscellaneous external
products, drug products under investigation.

Committee name Date, time, place Type of meeting and contact person

2. Pediatrlo Advisory Panel April 25, 9 anm., Hospitality Open-ulius Cinque (H'FD-120), 5600 Fishersof the Psychopharna- House, Motor Inn, 2000 Jeffer- Lane, Rockville, Md. 20852, 301-03-380.
cologca Agents Advi- son Davis Hwy., Arlington, Va.sory Committee.
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The Food and Drug Administration is
relying heavily on the use of outside ex-
perts to assist in reaulatory decisions,
The Agency's regulatory actions uniquely
affect the health and safety of every
citizen, and It is imperative that the best
advice be made available to It on a con-
tinuing basis In order that It may most
effectively carry out Its mission.

A determination to close part of an
advisory committee meeting does not
mean that the public should not have
ready access to these advisory commit-
tees considering regulatory issues. A
determination to close the meeting is sub-
ject to the following conditions: FIrst,
any interested person may submit writ-
ten data or Information to any commit-
tee, for Its consideration. This Informa-
tion will be accepted and will be con-
sidered by the committee. Second, a por-
tion of every committee meeting will be
open to the public, so that interested per-
sons may present any relevant informa-
tion or views orally to the committee. The
period for open discussion will be desig-
nated in any announcement of a com-
mittee meeting. Third, only the delibera-
tive portion of a committee meeting, and
the portion dealing with trade secret and
confidential Information, will be closed
to the public. The portion of any meeting
during which nonconfidential Inforna-
tion is made available to the committee
will be open for public participation.
Fourth, after the committee makes its
recommendations and the Commissioner
either accepts or rejects them, the public
and the individuals affected by the reg-
ulatory decision Involved will have an op-
portunity to express their views on the
decision. If the decision results in pro-
mulgation of a regulation, for example,
the proposed regulation will be published
for public comment. Closing a committee
meeting for deliberations on regulatory
matters will therefore In no way preclude
public access to the committee Itself or
full public comment with respect to the
decisions made based upon the commit-
tee's recommendation.

The Commissioner has been delegated
the authority under section 10(d) of the
Federal Advisory Committee Act to issue
a determination in writing, containing
the reasons therefor, that any advisory
.committee meeting Is concerned with
matters listed In 5 U.S.C. 552(b), which
contains the exemptions from the public
disclosure requirements of the Freedom
of Information Act. Pursuant to this au-
thority, the Commissioner hereby deter-
mines, for the reasons set out above, that
the portions of the advisory committee
meetings designated in this notice as
closed to the public involve discussion of
existing documents falling within one of
the exemptions set forth in 5 U.S.C.
552(b), or matters that, if In writing,
would fall within 5 U.S.C. 552(b), and
that It is essential to close such portions
of such meetings to protect the free ex-
change of internal views and to avoid
undue interference with Agency and
committee operations. This determina-
tion shall apply only to the designated
portions of such meetings which relate
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to trade secrets and confidential Infor-
- mation or to committee deliberations.

Dated: March 24, 1975.
A. M. ScHmnT,

Commssioner of Food and Drugs.
[FR Doc.75-8070 Filed 3-26-75;8:45 am]

TOXICOLOGY ADVISORY COMMITTEE
Request for Nominations for Members
A notice wag published in the FEDERAL

REGiSTmx of December 24, 1974 (39 FR
44473), announcing establishment of the
Food and Drug Administration's Toxi-
cology Advisory Committee. This notice
requests nominations for members of
that advisor r committee, to be submitted
to the Commissioner of Food and Drugs
by April -28, '1975. The charter of the
Toxicology Advisory Committee is on*
public display in the office of. the Hear-
ing Clerk and is available upon request
from the Associate Commissioner for
Science.

The purpose of the Toxicology Ad-
visory Committee is to advise the Com-
missioner in discharging his responsi-
bilities under the Federal Food, Drug, and
Cosmetic Act and the Public Health
Service Act as they relate to safety eval-
uation of the potential toxicity of chem-
icals present in food, drugs, medical de-
vices, and cosmetics. The committee" will
review and evaluate all available data re-
lating to evaluation of the safety of such
chemicals, advise the Commissioner on
matters concerning the safety of specific
chemicals, and recommend the develop-
ment of standardized methodology for
the toxicity testing of such materials.

Whenever the Commissioner con-
cludes that it is appropriate to obtain
an independent review of any scientific
issue involving application of the anti-
cancer clauses in the Federal Food, Drug,
and Cosmetic Act, he will ordinarily re-
fer such matter to the Toxicology Advi-
sory Committee for advice -and recom-
mendations except as specifically re-
quired by section 706(b) (5) (C) of the
act.

.The advisory committee will consist
of the Associate Commissioner for Sci-
ence, as chairman, and 12 members who
are expert in one or more of the follow-
ing disciplines: -

Toxicology
Pharmacology
Oncology (carmcogenesis)
Mutagenesis
Teratokenesis
Pathology
Metabolism
Biochemistry
B iostatistics
Immunology
Medicine
aboratory Animal Science

The Commissioner hereby invites the
submission of nominations for members
for this advisory committee. Any Inter-
ested person may nominate one or more
qualified pergons. A complete curriculum
vitae of the nominee shall -be enclosed
with the nomination. Nominations shall

state that .he nominee is aware of the
nomination, Is willing to serve as a mem-
ber of the advisory committee, and ap-
pears to have no conflict of Interest
which would preclude membership on
the advisory committee. Nominations
should state the particular field of ex-
pertise, listed above, for which the nom-
inee is qualified.

Members of the advisory committee
will be invited to serve for overlapping
terms of four years, with Initial appoint-
ments terminating at different times to
permit orderly rotation of members. All
members who are not already full-time
or part-time Federal employees will be
special government employees for this
purpose. Members who are not full-time
Federal employees will be paid $128.80
per day for time spent at meetings, plus
travel and per diem expenses, in accord-
ance with pertinent government regula-
tions.

Nominations are invited from individ-
uals and from consumer, industry, gov-
ernment, and professional organizations.
To be considered, nominations shall be
mailed no later than April 28, 1975 to:

-Associate Commissioner for Science
(HFS-1), Food and Drug Administra-
tion, Rm. 14-57,5600 Fishers Lane, Rock-
ville, MD 20852.

Dated: March 24, 1975.
A. M. SCHMrinT,

Commissioner of Food and Drugs.
[FR Doc.76-8069 Fied 3-26-75,8:45 am)

Office of the Secretary
THE PRESIDENTS COMMITTEE ON

MENTAL RETARDATION
Meeting

The President's Committee on Mental
Retardation was established to provide
advice and assistance in the area of men-
tal retardation to the President including
evaluation of the adequacy of the na-
tional effort to combat mental retarda-
tion; coordination of activities of Federal
agencies; provision of adequate liaison
between Federal activities and related
activities of state and local governments,
foundations and private organizations;
and develop Information designed for
dissemination to the general public. The
Committeewill meet on Thursday, May
8, 1975, 9 am. to 5 pm. and on May 9,
1975, 9 a.m. to 3 p.m., at the Crystal City
Marriott Hotel, 1999 Jefferson-Davis
Highway, Arlington, Virginia 22202. This
meeting will be the quafterly meeting of
the Committee. They will discuss full
citizenship, minimum occurrence, hu-
mane services, and public awareness as
they relate to the mentally retarded.
These meetings are open to the public.

Dated: March 19.1975.
Fa= J. KRAUsE,

Executive Director, President's
Committee on Mental Retardation.

[FR Doc.75-7948 Filed 3-2G-75;8:45 am]

NATIONAL COMMISSION FOR THE PRO-
TECTION OF HUMAN SUBJECTS OF
BIOMEDICAL AND BEHAVIORAL RE-
SEARCH

Meeting
Notice is hereby given that the Na-

tional Commission for the Protection of
Human Subjects of Biomedical and Be-
havioral Research will meet on April 11
and 12, 1975, and, If an additional meet-
Ing day is required, on April 13; 1975, in
Conference Room 6. C Wing, Building
31, National Institutes of -Health, ooo
Rockville Pike, Bethesda, Maryland
20014. The meeting will convene at 9 am.
each day and will be open to the public,
subject to the limitations of available
space.

The agenda will include further dis-
cussion of research on the fetus and, time
Permitting, discussion of other issues
Identified in the legislative mandate to
the Commission under Pub. L. 93-348.

Requests for information should be di-
rected to Ms. Anne Ballard (301-49--
7776), Room 125, WesTwood Building,
9000 Rockville Pike, Bethesda, Maryland
20014.

Dated: March 20, 1975.
CHARLES U. LOW,

Executive Director, National
Commission for the Protection
of Human Subjects of Bio-
medical and Behavioral Re-
search. '

IFR Doc.75-7949 Filed 3-26-75;8:45 am]

CENTER FOR DISEASE CONTROL
Statement of Organization, Functions,

and Delegations of Authority
Part 9 (Center for Disease Control) of

the Statement of Organization, Func-
tions, and Delegations of Authority for
the Department of Health, Education,
and Welfare (39 FR 1461, January 9,
1974) is hereby amended to reflect the
transfer of the Center's facilities plan-
nng functions from the Office of the
Center Director (9A01) to the Engineer-
Ing Services Office (9AI904) as indicated
in the following changes to Section 9-B,
Organization and Functions, under the
heading entitled "Office of the.Director
(A00) ":

1. Revise the mission statement of the
Office of the Center Director (9A01) by
deleting Item (8) and renumbering items
(9) and (10) to Items (8) and (9), re-
spectively.

2. Revise the mission statement of the
Engineering Services Office (9A1904) by
deleting Items (5), (6). and (7) and in-
serting new Items (5) and (6). The re-
vised statement reads as follows: -

Engineering Services Oflce (9A1904).
(1) Operates, maintains, repairs, and
modifies the Center's Atlanta area plant
facilities; and conducts a maintenance
and repair program for the Center's pro-
gram support equipment; (2) develops
services for new, Improved, and modified
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equipment to meet program needs; (3)
maintains physical security for the
Chamblee and Lawrenceville facilities;
(4) provides technical assistance for and
reviews maintenance and operation pro-
grams of field installations and recom-
mends appropriate action; (5) carries
out facilities planning functions of the
Center, including new or expanded facil-
ities, and a major repair and improve-
ment program; (6) maintains liaison
with the Division of Health Facilities
Planning of the Office of the Assistant
Secretary for Health, and the Office of
Facilities Engineering and Property
Management, Office of the Secretary.

Dated: March 20, 1975.
THOLJAS S. MCFEE,

Acting Assistant Secretary
for Administration and Management.

[FR Doc.75-7947 Filedu-26-75; 8:45 am]

DEPARTMENT OF
TRANSPORTATION

Federal Aviation Administration
BOSTON AIR TRAFFIC CONTROL

ADIVSORY COMMITTEE
Establishment

Notice is hereby given of the establish-
ment of the Boston Air Traffic Control
Advisory Committee. The Air Traffic Di-
vision of the FAA, New England Region,
is the sponsor of the committee. The
committee is composed of representa-
tives of the military services, the Federal
Aviation Administration, and civil users
of the air traffic control system. The com-
mittee provides a forum for -discussion
and solution of air traffic control service
problems arising within the FAA, New
England Region. ThE chairman of the
committee is designated by the Chief,
Air Traffic Division, FAA, New England
Regional Office.

The Secretary of Transportation has
determined that the formation and use
of this Advisory Committee are neces-
sary in the public interest in connection
with the performance of duties imposed
on the Federal Aviation Administration
by law. Meetings of the committee will
be open to the public.

Issued in Burlington, Massachusetts,
on March 5, 1975.

QUENTIN S. TAYLOR,
Director.

[FR Doc.75-7918 Filed3-26-75;8:45 am]

CIVIL AERONAUTICS BOARD
[Dockets 27548, 27551; Order 75-3-84]

DELTA AIR LINES, INC.
Order Dismissing Complaints

Adopted by the Civil Aeronautics
Board at its office in Washington, D.C.
on the 24thday of March, 1975.

By tariff revisions 2 marked to become
effective April 1, 1975, Delta Air Lines,
Inc. (Delta) proposes to establish 7-30
day excursion fares in midwest/east
coast-Florlda markets of 750 miles or
more during the period April 1-Decem-

NOTICES

ber 18, 1975. Similar fares are currently
in effect in Delta's remaining markets of
750 milesor more? The discount is a uni-
form. 25 percent during the entire off-
peak season; the fares would apply on
all days of the week; require ticketing
and reservations 7 days in advance; and
provide a 50 percent reduction from reg-
ular coach fares for children under 12.
Eastern Air Lines, Inc., (Eastern) has
fled to match Delta, except that it would
require a 3-day minimum stay (or the
following Monday, whichever is later)
rather than 7,days.

In proposing to extend its 7-30 day ex-
cursion fares to the Florida market,
Delta alludes to the need for generating
additional off-season north-south traffic
and the necessity of competing with Na-
tional's midweek proposal, and a mid-
week tour-basing fare earlier proposed
but since withdrawn by Eastern. Delta
concedes the more restrictive application
of its competitors' proposals, but argues
that the more proper approach would be
simply to extend to Florida the same dis-
count fare available in most other do-
mestic markets.

Eastern and National Airlines, Inc.
(National) have filed complaints which
essentially rest on the argument that the
discount should not be available every
day of the week as Delta proposes. The
complainants allege that fares restricted
to- midweek application are preferable
because they serve to smooth out day-of-
week traffic fluctuations, whereas fares
available on all days of the week have the
counter effect of accentuating weekend
peaks. Since Delta's proposal goes be-
yond that required to meet those of Na-
tional and Eastern, it is contended that
Delta should have submitted a profit-
impact estimate which it has not done
and that the existence of the 7-30 day
excursion fares in other domestic mar-
kets does not justify the same fare in the
Florida market, which has traditionally
been treated and considered separately
by the Board.

Delta answers that its proposal is con-
sistent with recent Board precedent, and
that there is no valid basis for discrimi-
nating against one of the forty-eight
contiguous states on the ground that its
so-called uniqueness warrants its ostra-
cism from an industrywide and virtually
nationwide program of excursion fares.
Delta -alleges that neither complainant
has advanced facts to show that the fares
should be confined to midweek days;
rather, they simply assert that tradition
requires this. Delta alleges that reality
demands a break with tradition; that
with the advent of excursion fares of
general nationwide applicability, limit-
ing the excursion fare to Florida to mid-
week days would create unnecessary
complexity and confusion; and that uni-
formity, simplicity, consistency, and re-
duction of consumer uncertainty far out-
weigh vague assertions concerning
Florida's unique status. Finally, Delta

inevisions to Airline Taxiff Publishers
Company, Agent, C.AM. No. 202.

2 Order 75-2-124.

contends that a profit Impact is unneces-
sary to support Its proposal since .1milar
excursion fares have previously been Jus-
tified and permitted in all but the few
remaining north-south Florida markets.

Upon consideration of the proposal, the
complaints and answer thereto, and all
relevant matters, the Board finds that
the complaints do not set forth sufficient
facts to warrant investigation and the
requests therefor, and consequently the
requests for suspension will be denied
and the complaints di-missed.

As indicated, Delta's proposal Is an
extension to its north-south Florida
markets of fares which all -arriers have
been permitted to establish in markets
of 750 miles In distance and, in our
opinion, the bomplainants have not made
a persuasive case for restricting the fares
to midweek periods. It Is true that avail-
able evidence has rather consistently
shown a significant day-of -week traffic
imbalance in the Florida market. How-
ever, it is also true that carriers have
generally had a significant amount of
unused space on peak as well as off-peal
days of the webk during the off-season.
We have no reason to suspect ptherwise
this year in view of the generally slack
domestic traffic. As for liberalization of
the minimum-stay requirement to 3 days
(or the following Monday), Eastern haS
consistently claimed that Its past week-
end excursion fares have had good gen-
erative results and we see no reason to
suspend on this count, particularly since
the complaints are silent on the question,

Accordingly, pursuant to the Federal
Aviation Act of 1958, as amended, and
particularly sections 204(a), 403, 404, and
1002 thereof,

It is ordered, That: 1. The complaints
of Eastern Air Lines, Inc., and National
Airlines, Inc. In Dockets 27548 and 27551
are dismissed; and

2. Copies of this order be served on
Delta Air Lines, Inc., Eastern Air Lines,
Inc., and National Airlines, Inc.

'This order will be published in the
FEDERAL REGISTER.

By the Civil Aeronautics Board.
[SEAL] EDIWu Z. HOLLAND,

Secretary.
[FR Doc.75-8020 Filed 3-26-75;8:45 am]

[Docket No. 276131
POMPANO BEACH SURF RIDER, INC.,

d/b/a ALTAIR VACATIONS LTD.
Prehearing Conference and Hearing

Notice is hereby given that a prehear-
Ing conference in thit proceeding is as-
signed to be held orf April 14, 1975, at
10 a.m. (local time), In Room 503, Uni-
versal Building, 1825 Connecticut Ave-
nue, NW., Washington, D.C., before
Administrative Law Judge Greer MX
Murphy. Notice is also given that the
hearing may be held immediately follow-
ing conclusion of the prehearing con-
ference unless a perscn objects or shows
reason for postponement on or before
Apri 7, 1975.
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Ordinary transcript will be adequate
for the proper conduct of this proceeding.

Dated at Washington, D.C., March 24,
1975.

[SEAL] ROBERT L. PARx,
Chief Administrative Law Judge.

[FR Doc.75-7685 Piled 3-26-75;8:45 am]

[Dockets 26057 and 26075; Agreement CAB
24929; Or der 75-3-67]

TRANS WORLD AIRLINES, INC., AND
SWISSAIR

Order Approving Agreement
Issued under delegated autlhority

March 21, 1975.
Joint application of Trans World Air-

lines, Inc., and Swissair for prior ap-
proval of a fuel-saving capacity-limita-
tion agreement concerning U.S.-Switzer-
land markets.

By application dated January 29,1975,
Trans World Airlines, Inc. (TWA), and
Swissair request prior Board approval
pursuant to sectio 412 of the Federal

NOTICES

Aviation Act of 1958, as amended (the
Act), and Subpart P of the Board's rules
of practice, ,14 CFR 302.1601, of an
agreement (Agreement CAB 24929) be-
tween them which would establish maxl-
mum scheduled weekly frequency. levels
in the New York-Switzerland and Chi-
cage/Boston-Switzerland markets. The
discussions which led to the adoption of
the agreement were held pursuant to
the authority granted by the-Board in
order 73-11-34, dated November 8, 1973,
as extendea and expanded by order 74-
4-29, dated April 4, 1974, order 74-7-33,
dated July 8, 1974, and order 74-11-132,
dated November 25, 1974.

The agreement will be implemented,
subject to prior Board approval, on
April 1, 1975, and will continue in effect
until October 31, 1975. The agreement
establishes maximum weekly scheduled
frequencies in the New York-Switzerland
and Chcago/Boston-Swtzerland mar-
kets as follows:

1A report of these dLscuslons has been
filed with the Board.

-April I to mld-"uno MladJuntomid-Septenber Mld-o.pt toOctober 31

New York-Switzerland*
Swissair 10 round trips with B-747 11 round trips with B-747 10 round trips wth 3-747

aircraft. alrcraft. ircrnft.
TWA_ ................. o round trips with B-707 14 rdund trips with B-707 12 round trips with B-707

aircraft. aircraft. aircraft.
ChiegJotnSwitzerlaud:

Swis sair .............. 5 round trips with DC-10 ............... - round trips with DC-10
- aircraft for 11 weeks aircraft for 20 vecka.

Provision is made for the temporary
suspension of the above frequency limi-
tations during a period of cessation or
curtailment of service by either party
resulting from a labor dispute or other
cause-beyond the control of the affected
party. Additionally, allowance is made
for the use of unpublished extra sections
for operational reasons or to meet pe-
riods of unusual demand. Either party
may terminate the agreement on 30 days'
notice.

In support of the application the ap-
plicants assert that the agreement will
result in fuel savings of 2,300,000 gal-
lons. The. applicants also note that the
Board, in order 74-7-33, broadened the
basis for international capacity discus-
sions to include the radical price in-
crease in, as well as-the availability of,
international aviation fuel.? In this con-
nection, TWA and Swissair have pro-
vided data which show that their per-
gallon fuel costs in these markets have
tripled in the past year and which Indi-
cate that the aforementioned fuel sav-
ings will be translated into a fuel-cost
savings amduntingto $900,000 during the
term of the agreement.

2See order 74-7-33, dated July 8, 1974;
second full paragraph on p. 3 therein and
ordering paragraph 1. The applicants also
cite the Board's language on p. 5 of order
74-4-149, dated Apr. 26, 1974, wherein the
Board, in approving certain capacity-limi-
.tation agreements, stated that such conser-
vation measures take on added significance
in" light of the financial crisis threatening
both TWA and Pan American World Airways,
Inc.

However, the applicants emphasize
that achieving these fuel and fuel-cost
savings will not unwarrantedly reduce
the level of services offered to the public
in these markets, and state that the
frequency of flights will still be high with
an estimated average load factor for
the markets involved of 58 percent.

The city of Chicago, Ill. (Chicago),
has filed an answer to the application
requesting the Board to disapprove the

-agreement absent the submission of ad-
ditional- information. Specifically, Chi-
cago requests that the applicants pro-
vide a specific load-factor estimate for
the Chicago/Boston-Switzerlandmarket.
Chicago also requests that the carriers
explicitly delineate which weeks the city
will be provided with five DC-10 round
trips and which weeks It will be pro-
vided-with six.

TWA has filed a reply to Chicago's
answer. TWA estimates that the load
factor in ,the Chicago/Boston-Switzer-
land market will be 61.3 percent assum-
ing no drop in trafflo from 1974. TWA
also sserts that Swissair will operate re-
sponsibly in this market and arrange Its
schedules so as to provide reasonable
service throughout the term of the
agreement.

No other comments relative to the ap-
plication have been received.

In consideration of the foregoing the
Board~notes that to the extent that the
applicants have justified the proposed
capacity-limitatIon agreement on both
a fuel and fuel-cost savings basis, the
application appears to raise Issues which
are currently being considered in the
Capacity Reduction Agreements Case,
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docket 22908. However, the agreements
relate to international markets and in
each of these markets the proposed serv-
Ice appears adequate to meet the needs
of the traveling public. Therefore, recog-
nizing the special circumstances appli-
cable with respect to both excess capac-
Ity and the financial losses of the US.-
flag carriers in ,the transatlantic mar-
kets, and the responsibility of the Board,
n accordane with the national program

for fuel conservation, to consider meas-
ures which will avoid superfluous or ex-
travagant utilization of fuel supplies, we
have decided to approve the subject
capacity agreement? Our decision here-
in, however, should not be construed as
prejudging In any manner the Board's
final decision with respect to any of the
issues currently being considered in the
Capacity Reduction Agreements Case.:

With respect to Chicago's answer, it
appears that most of the desired infor-
mation has been provided. Further, we
do mot believe that It is essential for the
carriers to specifically Identify which
weeks the city will receive six round
trips and which Weeks only five. Gen-
erally, of course, we would anticipate
that the 20 weeks with -six round trips
will run consecutively during the peak
season with the 11 weeks of only five
frequencies being divided between the
spring and fall shoulder periods. The
fact that the actual weeks of each serv-
ice are not specifically designated ap-
pears to be an effort to provide flexibility
with respect to the operations of Swiss-
air. In any event, the proposed service
appears adequate, and we shall retain
Jurisdiction for the purpose of further
amending or revoking the approval
granted hereinr at any future date
should a showing be made that the pub-
lie interest so requires? Therefore, we
Will deny Chicago's request for disap-
proval of the agreement to the extent
that said request still remiins In light of
the absence of all the additional infor-
mation asked for.

Pursuant to authority duly delegated
by the Board n the Board's Regulations,
14 CFF 385.3 and 385.13, it is found that

aSeo order 74-4-149, dated Apr. 26, 1974,
order 74-7-33. dated July 8. 1974. and order
75-1-140, dated Jan. 31, 1975.

'As noted, the term of this agreement ex-
tends through Oct. 31, 1975. In this connec-
tion. the Board wishes to snake it as clear
as po-cable that the decision herein Is based
on the circumstances of the current situa-
tlon and that any change In those ci-cum-
stances, such n a final decision in the
Capacity Reduction Agreements Case, may
be. a cause for review of this agreement and
the approval granted herein.

zSection 412(b) of the Act (49 US.C.
1382) requlre the Board to disapprove any
agreement, whether or not previously ap-
proved by It, which it finds to be adverse to
the public Interest or in violation of the Act.

' We have also considered the lmps9ct of
the agreement on the employees of TWA.
Based on the limited amount of information
currently before us, we are unable to con-
elude that the public Interest requires the

nipomition of any labor protective condl-
tions. As noted, however, jurisdiction shall
be retained for the purpose of, inter, alfe_
Imposing such a condition should a showing
be made that the public Interest so requires.
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the capacity-reduction agreement dis-
cussed herein is neither adverse to the
public interest nor in violation of the
Act and should be approved subject to
appropriate terms and conditions, and
that to the extent still extant, Chicago's
request for disapproval of said agree-
ment should be denied.

Accordingly, It Is Ordered That:
1. Agreement CAB 24929 be and it

hereby is approved pursuant to section
412 of the Act, subject to the following
terms and conditions:

(a) Jurisdiction shall be -retalned to
modify or revoke the approval granted
herein at any time, or to take whatever
action as may be appropriate in the
public interest;

(b) Schedule deletions resulting from
the agreement considered herein, which
occur at any of the controlled, high-
density airports " and which result in the
vacating of slots allocated by the Airline
Scheduling Committees of the respective
airports pursuant to authority granted
in order 72-11-72, shall not be refilled by
the air carrier applicants,.nor be real-
located to other carriers by the respective
Airline Scheduling Committee; Pro-
vided, however, That slots originally
vacated may be reinstated' by the vacat-
Ing carrier to the extent such carrier
vacates another flight at the same air-
port which operates plus or minus 3
hours of the fight to be rainstated; 8--

(c), All schedule changes resulting
from this agreement shall be reported to
the Board within 15 days of the end of
each month, in accordance with the for-
mat of Appendix A' hereto, and copies
of such reports shall be provided to all
carriers requesting them;

(d) Within 28 days of the date of serv-
ice of thIs order, the air carrier appli-
cants shall file with the Board's Docket
Section a report containing the follow-
ing additional data for the subject mar-
kets:

a. Seats operated in 1974 (April
through September).

b. Passengers carried in 1974 (April
through September).

c. Forecast passengers in 1975 (April
through September).

d. Projected seats in 1975 (April
through September).

e. Fuel use by month for the system
of, each carrier in 1974 (April through
September).

f. Fuel use 'by month in the subject
agreement markets in 1974 (April
through September);

2. Copies of this order shall be served
upon the United States Departments of
Defense, Justice, and Transportation;
the United States Postal Service; the
Port Authority of New York and New
Jersey; the Iassachusetts Port Author-

vAirport scheduling agreements affect
John F. Kennedy International Airport,
O'Hare International Airport, Washington
National Airport, and La Guardia Airport
See order 72-11-72, dated Nov. 16, 1972.

a Compare -order 73-12-32, Dec. 7, 1973, at
p. 7.

aAppendtx A :fled as jpart of the original
<4ocument.

Ity; the City of Chicago, Department of
Aviation; and all certificated route and
supplemental air carriers; and

3. To the extent still extant, Chicago's
request for disapproval of Agreement
CAB 24929, be and it hereby Is denied.

Persons entitled to petition the Board
for review of this order may file such
petitions -within 5 days of the date of
service of this order.

This order shall be effective and be-
come the action of the Civil Aeronautics
Board upon expiration of the above
period unless within such period a peti-
tion for review thereof is filed or the
Board gives notice that it will review
this order on its own motion.

This order shall be published in the
FEDERAL REGISTER.

WILLIAm B. CALDWELL, Jr.,
Director, Bureau of

Operating Rights.
[SEAL] EDWIN Z. HOLLAND,

Secretary.
[FR Doc.75-8021; Filed 3-26-75; 3.45 am]

CIVIL SERVICE'COMMISSION
DEPARTMENT OF AGRICULTURE

Grant of Authority To Make Noncareer
Executive Assignment"

Under authority of section 9.20 of
Civil Service Rule IX (5 CFR 9.20), the
Civil Service Commission authorizes the
Department of Agriculture to fill by non-
career executive ussignment In the ex-
cepted service the position of Assistant
Administrator, Pub. L. 480 Programs,
Foreign Agricultural Service.

UNmE SATES CIVIL SERV-
ICE COMMISSION,

[SEAL] JAMS C. SPRY,
Executive Assistant to the

Commissioners.
[F floe.75-7963 Filed 3-26-75;8:45 aim]

DEPARTMENT OF AGRICULTURE
Grant of Authority To Make Noncareer

ExecutiveAssignment
Under authority of § 920 of Civil Serv-

ice Rule IX (5 CFR 9.20), the Civil
Service Commission authorizes the De-
partment of Agriculture to fill by non-
career executive assignment in the ex-
cepted service the position of Assistant
Administrator, Foreign Market Develop-
ment, Foreign Agricultural Service.

UnITED STATES CIvm SmaV-
xCE COMiUISSION,

[SEALl JAMIES C. SPRY,
Exezutive Assistant to the

Commissioners.
[FR Doc.75-7964 Filed 3-26-75;8:45 am]

DEPARTMENT OF AGRICULTURE
Revocation of Authority To Make
Noncareer Executive Assignment

Under authority of § 9.20 of Civil
Service Rule IX (5 CPR 9.20). the Civil
Service Commission revokes the author-
Uy of the Department of Agriculture to

filn by noncareer executive" assignment in
the excepted service the position of As-
sociate General Sales Manager, Export
Marketing Service.

UNITED STATES CIVIL SRv-
ICE ComsrmrssIou.

[SEAL] JAMIS C. SPnY,
Executive Assistant to the

Commissioners.
[FR Doc.75-7968 Fled 3-26-75;8:45 aml

FEDERAL ENERGY ADMINISTRATION
Grant of Authority To Make Noncareer

Executive Assignment
Under authority of § 9,20 of Civil

Service Rule IX (5 CFR 9.20), the Civil
Service Commission authorizes the Fed-
eral Energy Admini.tration to fill by
noncareer executive assignment In the
excepted service the position of Associate
Assistant Administrator for Interna-
tional Energy Production and Logistes,
Office of the Assistant. Administrator for
International Energy Affairs.

UNITED STATES CIVIL SERV-
ICE COMIUSSION.

[SEAL], JAiES C. SPRY,
Executive Assistant to the

i Commissioncrs,
[FR Doc.75-7966 Flied 3-2-7580:45 am]

GENERAL SERVICES ADMINISTRATION
Grant of Authority To Make Noncareoer

Executive Assignment

Under authority of 1 9.20 of Civil Serv-
ice Rule IX (5 CFR 9.20), the Civil
Servle Commission authorizes the Cten-
eral Services Administration to fill by
noncareer executive assignment in the
excepted service the position of Director
of Congressional Affairs, Office of Con-
gressional Affairs, Office of the MzsIz-.nt
Administrator, Office of the Administra-
tor.

UNITED STATES CIVIL SERV-
ICE ComamissIon,

ISEALI JAss C. SrMY,
Executive Assistant to the

Commissioners.
[FR Doc.75-7965 File< 3-2&-75;8:45 am]

GENERAL SERVICES ADMINISTRATION
Revocation of Authority To Make
Noncareer Executive Assignment

Under authority of § 9.20 of Civil Serv-
Ice Rule IX (5 CFR 9,20), the Civil Serv-
ice Commisson revokes the authority of
the General Services Administration to
=l by noncareer executive assignment in
the excepted service the position of Direc-
tor of Communications, Office of the
Administrator.

UNITED STATES CIVIL SERV-
ICE CodninSSION,

[SEAL] JAMES C. SPHY,
Executive Assistant to the

Commissioners.
[FR Doc.75-7967 Filed 3-2-75;8:45 am]
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NOTICES

DEPARTMENT OF HEALTH, EDUCATION,
AND WELFARE

Title Change in Noncareer Executive
Assignment

By notice of June 5, 1973, FR Doc. 73-
11183, the Civil Service Commission au-
thorized the Department of Health, Edu-
cation, and Welfare to fill by noncareei
executive assignment-the position of Di-
rector of Policy Services, Office of the
Secretary. This is notice that the title of
this position is now being changed to
Director, Editorial Operations Division,
Office of theAssistant Secretary for Pub-
lic Affairs, Office of the Secretary.

UNITED STATES CIvI SERV-
IcE_ CosnuSSION,

[SEAL] JAIES C. SPaY,
Executive Assistant to the

Commissioners.
[FR Doc.75-7969 Pled 3-26-75;8:45 am]

FEDERAL EMPLOYEES PAY COUNCIL
Meeting

Pursuant to section 10(a) (2) of the
Federal Advisory Committee Act, Pub. L.
92-463, notice is hereby given that the
Federal Employees Pay Council will meet
at 2 p.m. on Wednesday. April 30, 1975.
This meeting Will be held in room 5323
of the U.S. Civil Service Commission
Building, 1900 E Street, NW., and will
consist of continued discussions on the
fiscal year 1976 comparability adjust-
ment for the statutory pay systems of the
Federal Government.

The Chairman of the U.S. Civil Service
Commission is responsible for the making
of determinations under section. 10 (d) of
the Federal Advisory Committee Act as to
whether or not meetings of the Federal
Employees Pay Council shall be open
tothe public. He has determined that
this meeting will consist of exchanges
of opinions and information which, if
written, would fall within exemptions
(2) or (5) of 5 U.S.C. 552(b). Therefore,
this meeting will not be open to the
public.

For the President's Agent.
RicHAR H.L HALL,

Advisory Committee 'Manage-
ment Officer for the Presi-
dent's Agent.

[PR Doc.75-797Q Piled 3-26-75;8:45 am]

CONSUMER PRODUCT SAFETY
COMMISSION

CHILDREN'S SLEEPWEAR
Sizes 7 Through 14(FFS-74);

Affirmative Labeling
Correction

In FR-Doc. 75-7455 appearing at page
12811, in the issue for Fliday, March 21,

- 1975 should have appeared In the Notices
section. Also, in the last paragraph, the
second line was omitted and should read
as follows: "in sizes 7 through 14 com-
plying with thls'

DEFENSE MANPOWER COMMISSION
MEETING

Pursuant to the provisions of the Fed-
oral Advisory Committee Act (Pub. L. 92-

- 463). notice is hereby given that the
Commissioners of the Defense Manpower

" Commission will meet on April 18, 1975,
at 2 p.m. In the New Executive Office
Building, Room 2010, 726 Jackson Place,
nW., Washington, D.C. 20036.

The purpose of the meeting will be to
conduct an In-progress review of issues

* in the Requirements Functional Area
and such other business as may be pre-
sented by the members.

The meeting will be open to the pub-
lic. Since meeting space Is limited, in-
terested persons wishing to attend should
telephone 202/254-7803 before close of
business April 16, 1975.

Dated: March 18, 1975.
BaucE PArLZSER Jr..
General, USA (Ret.),

Executive Director.
[FR Doc.75-7884 Fled 3-26-75;8:45 am]

ENVIRONMENTAL PROTECTION
AGENCY

[FEL 353-21
EFFLUENT STANDARDS AND WATER

QUALITY INFORMATION
ADVISORY COMMITTEE

Meeting
The Effluent Standards and Water

Quality Information Advisory Commit-
tee Is undertaking the jievelopment of an
information base to establish feasible
technical and economic applications of
Best Available Technology (BAT) under
Pub. 1,. 92-500 for U.S. Industry.
'A series of workshops will be sched-

uled on selected industries in order to
develop the inputs.

Task Forces will be established at these
workshops consisting of ES&WQIAC and
Industry representatives for the pur-
poses of assembling available data and
establishing needs for additional data.
A range of data formats have been de-
veloped by ES&WQIAC and win be mail-
ed to interested parties on request. Com-
ments on the utility and availability of
the data prescribed on these forms
should be directed to the ES&WQIAC
headquarters. Call A.C. 703-557-7390
or write to Dr. Martha Sager, Chairman,
ES&WQIAC or Mr. Martin Brossman
Executive Secretary, ES&WQIAC, EPA,
Room 821, Crystal Mall Bldg. #2, Wash-
Ington, D.C. 20460.

The Planning Meeting for the work-
shops will be held on April 24, 1975 at
9 am- in Room 1112, Crystal Mall, Bldg.
#2, 1921 Jefferson Davis Highway, Ar-
lington, Virginia. The agenda for the
meeting includes: a presentation by the
Industrial Pollution Control-Division of
the Office of Research & Development
(EPA) on its programs directed toward
Best Available Technology (BAT) ; a dis-
cussion of proposed topics for BAT work-

shops received by ES&WQIAC, a re-
view of comments on the data formats
suggested by ES&WQIAC; and the estab-
lishment of task forces and industry
workslops, for future meetings on Best
Available Technolo-y.

The meeting will be open to the public
and under the overall direction of the
Committee Chairman. Since space is
limited, call or write to Dr. Martha Sa-
ger, Chairman, or Mr. Martin Brossman,
Executive Secretary, FS&WQIAC, EPA.
Room. 821, Crystal Mall, Bldg. -2, Wash-
ington, D.C. 20460 Telephone: A.C. 7103-
557-7390.

Chairman, ES&WQIAC.
[PR Do.75-8125 Filed 3-26-'5;8:45 aml

RECEIPT OF APPLICATIONS FOR
PESTICIDE REGISTRATION

Data To Be Considered in Support of
Applications

On November 19, 1973, the Environ-
mental Protection Agency (EPA) pub-
lished in the FmEDrAL REGIsrxa (38 FR
31862) Its interim policy with respect to
the administration of section 30() (1) (D)
of the Federal Insecticlde, Fungicide,
and Rodentilde Act (FIFRA). as
amended. This policy provides that EPA
will, upon receipt of every application for
registration, publish in the Fkaramt l B-
IsTra a notice containing the informa-
tion shown below. -The labeling fur-
nished by the applicant will be available
for examination at the Environmental
Protection Agency, Room EB-31, East
Tower, 401 M Sheet SW, Washington
D.C. 20460.

On or before May 27, 1975, any person
who (a) Is or has been an applicant (b)
believes that data he developed and sub-
mitted to EPA on or after October 21,
1972. Is being used to support an applica-
tion described in this notice, (c) desires
to assert a, claim for compensation under
section 3(c) (1) (D) for such use of his
data, and (d) wishes to preserve his
right to have the Administrator deter-
mine the amount of reasonable compen-
sation to which he is entitled for such
use of the data, must notify the Admin-
istrator and the applicant named In the
notice in the FEzR~AL REGmsa of his
claim by certified maiL Notification to
the Administrator should be addressed
to the Information Coordination Sec-
tIon, Technical Services Division CWH-
569), Ollce of Pesticide Programs, 401
M Street SW., Washington D.C. 20460.
Every such claimant must include, at a
minimum, the Information listed in the
interim policy of November 19, 1973.

Applications submitted under 2(a) or
2(b) of the interim policy will be proc-
essed to completion in accordance with
existing procedures. Applications sub-
litted under 2(c) of the interim policy
cannot be made final until the 60 day
period has expired. If no claims are
received within the 60 day period; the
2(c) application will be processed ac-
cording to normal procedure. However,
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If claims are received within the 60 day
period, the applicants against whom the
claims are asserted will be advised of
the alternatives available under the Act.
No claims will be accepted for possible
EPA adjudication which are received
after May 27, 1975.

Dated: March 21, 1975.
JonN B. RITcH, Jr.,

Director, Registration Division.
APPLICATIONS RECEIVED (OPP-32000/214)

EPA File Symbol 2749-URG. Aceto Chemical
Co., Inc., Agri. Chemicals Div., 126-02
Northern Blvd., Flushing NY 11368. FEN-
THION SPRAY CONCENTRATE INSECTI-
CIDE. Active Ingredients: Fenthlon (0,0-
Dlmethyl 0-[4-methylthio) -m-tolyl]phos-
phorothioate 45%; Xylene 47%. Method of
Support: Application proceeds under 2(c)
of interim policy. PM14
126-021-

EPA Reg. No 14651-4. Agricultural Enter-
prises, Inc., 933 West 6th, Fremont NB
68025. AGRI-BON LIVESTOCK SHAKER
DUSTER. Active Ingredients: 2-chloro-1-
(2,4,5 - trichlorophenyl) vinyl dimethyl
phosphate 3.00%. Method of Support: Ap-
plication proceeds under 2(c) of interim
policy. PM14

EPA File Symbol 12016-RR. Anderson-Stolz
Corp., 1733 Walnut St., Kansas City, MO
64108. SOL-VET 302. Active Ingredients:
Sodium pentachlorophenate 79%; Sodium
salts of other chlorophenols and related
compounds 11%. Method of Support: Ap-
plication proceeds under 2(c) of interim
policy. PM32

EPA File Symbol 5667-A. Barrett Chemical
Co., H & Luzerne Sts., Philadelphia, PA
19124. BARRETT'S DISINFECTANT
CLEANER NO. 11. Active Ingredients: DI-
decyl dimethyl ammonium chloride 4.5%;
Tetrasodium ethylenediamine tetraacetate
2.0%; Sodium carbonate 1.0%; Sodium
metasilicate, anhydrous 0.5%. Method of
Support: Application proceeds under 2(b)
of interim policy. PM31

EPA File Symbol 5667-L. Barrett Chemical
Co. BARRETT'S DISINFECTANT CLEAN-
ER NO. 14. Active Ingredients: Didecyl
dimethyl ammonium chloride 2.5%; Tetra-
sodium • ethylenediamine tetraacetate
2.0%; Sodium carbonate 1.5%. Method of
Support: Application proceeds under 2(b)
of interim policy. PM31

EPA File Symbol 5667-T. Barret Chemical Co.
BAR3ETT'S DISINFECTANT CLEANER
NO. 12. Active Ingredients: Didecyl di-
methyl ammonium chloride 4.25%; Tetra-
sodium ethylenedlamine, tetraacetate
1.60%; Sodiffm carbonate 2.00%; Sodium
metasilicate, anhydrous 0.50%. Method of
Support: Application proceeds under 2(b)
of interim policy. PM31

EPA File Symbol 4313-LR'. Carroll Co., 2900
W. Kingsley Rd., Garland TX 75041. OCIDE
HOSPITAL CLEANER-DISINFECTANT.
Active Ingredients: Isopropyl alcohol
15.5%; Disodium dodecyloxydibenzene
disulfonate 8.4%; Tetrasodium ethylene-
diamine tetraacetate dodecyl benzene sul-
fonate 5.0%; Ortho-phenylphenol 4.5%;
Ortho - benzyl - para-chlorophenol 2.2%;
Para-tertiary-pentylphenol 1.0%; -Tetra-
sodium ethylenediamine tetraacetate
0.6%; Essential oils 0.1%. Method of Sup-
port: Application proceeds under 2(c) of
interim policy. PM,32

EPA Reg. No.' 5736-40. DuBois Chemicals,
Div. of Chemed Corp., DuBois Tower, Cin-
cinnati OH 45202. WATER BASE TROUNCE
SYNTHETIC INSECT KILLER. Active In-
gredients: (5-Benzyl-3-furyl) methyl 2,2-
dimethyl-3- (2-methylpropenyl) cyclopro-

NOTICES

-panecarboxylate 0.200%; Related co-
pounds 0.028%; d-trans Allethrin (allyl
"homolog of Cinerin I) 0.150%; Related'
compounds 0.012%; Aromatic petroleum
hydrocarbons 0.272%. Method of Support:
Application proceeds under 2(c) of In-
terim policy. P1_17

EPA File Symbol 9444-UN. Cline-Buckner,
Inc., 16317 Pluma Ave., Cerritos CA 90701.
PURGE-REPELL CONCENTRATED AERO-
SOL INSECT KILLER. Active Ingredients:
Pyrethrins 0.75%; Plperonyl Butoxide_
Technical 1.50%; N-Octyl bicycloheptene
dicarboximide 2.50%; Di-n-propyl isocin-
chomeronate 1.00%; Petroleum Hydrocar-
bons 10.25%. Method of Support: Applica-
tion proceeds under 2(c) of interim pol-
icy. PM17

EPA Reg. No. 1927-43. Terminlx/Div. of Cook
Industries, Inc., PO Box 16902, Memphis
TN 38112. TERMIN - MFG CONCEN-
TRATE. Active Ingredients: Deodorized
Kerosene 81.5%; Technical Piperonyl Bu-
toxide 5.0%; Pyrethrins 1.0%. Method of
Support: Application proceeds under 2(c)
of interim policy. PM117

EPA File Symbol 6900-RLR. J, J. Dill Co., PO
Box 788, Kalamazoo MI 49005. MALATHION
1-D WALATHION PREMIUM GRADE 1%
DUST. Active Ingredients: Malathion (0,0-
dimethyl phosphorodithloate of diethyl-
mercaptosuccinate) 1.0%. Method of Sup-
port: Application proceeds under 2(c) of
interim policy. PM16

EPA File Symbol 9232-RA. Federal Interna-
tional Chemicals, 1191 S. Wheeling Ed.,
Wheeling IL 60090. CONQUEST.256 NEU-
TRAL FRAGRANCE CLEANER-DISIN-
FECTANT-DEODORANT. Active Ingre-
dien ts: N-Alkyl (Myristyl 60%, Palmitoyl
30%, Lauryl 5%, Stearyl 5%) Dimethyl
Benzyl Ammonium Chlorides 6.25%; N-
Alkyl (Lauryl 68%, Myrlstyl 32%) DI-
methyl ,Ethylbenzyl Ammonium Chlorides
6.25%, Tetrasodium Ethylenediamine Tet-
rabcetate 3.60%; Ethanol 3.12%. Method
of Support: Application proceeds under 2
(b) of interim policy. PM131

EPA File Symbol 11932-R. Good Housekeeper
Maintenance Supplies, 906 Jacob St.,
Thomasville NO 27360. GHK DISINFECT--
ANT CLEANER (19-a). Active Ingredients:
Didecyl dimethyl ammonium chloride
4.5%, Tetrasodium ethylenediamine tetra-
acetate 2.0%; Sodium carbonate 1.0%; So-
dium metasilicate, anhydrous 0.5%.
Method of Support: Application, proceeds
under 2(b) of interim policy. PM31

EPA File Symbol 1021-RGGL. McLaughlin
Gormley King Co., 8810 Tenth Ave., N, Min-
neapolis IN "55427. D-TRAN3 INTER-
MEDIATE 2047.,Active Ingredients: d-
trans AlLethrin (allyl homolog of Clnerln I)
'7.2%; Plperonyl butoxide, technical
[Equivalent to 25.92% (butylcarbltyl) (6-
propylpiperonyl) ether and 6A8% other
related compounds] 32.4%; N-octyl blcy-
cloheptene dicarhoximide 18.0%; Petro-
leum distillate 2.4%. Method of Support:
Application proceeds under 2(c- of interim
policy. Pa17

EPA File Symbol 1021-RGUI. McLaughlin
Gormley King Co., 8810 Tenth Ave., N,
Minneapolis IN 55427. PYROCIDE INTER-
MEDIATE 7246. Active Ingredients: Py-
rethrins 6.20%; Piperonyl butoxide, tech-
nical [Equivalent to 24.96% (butylcarbi-
tyl) (6-propylpiperonyl) ether and 6.24%
related compounds] 31.20%; Petroleum
distillate 62.60%. Method of Support: Ap-
plication proceeds under 2(c) of interim
policy. PA17

EPA File Symbol 3298-EI. Murd Co., 2155 N.
American St., Philadelphia PA 19122. ZURD
CRAWLING INSECT KILLER. Active In-
gredients: o-Isopropoxyphenyl methyl-
carbamate. 1.0%; Petroleum distillate

84.0%. Method of Support: Application
proceeds under 2(o) of Interim olicy.

EPA File Symbol 4029-EG. Oil Specialties &
Refining Co. Inc., 18 Bridge St., Brooklyn
NY 11201. DAIRY & LIVESTOCK SPRAY.
Active Ingredients: Pyrothrins 0,16%;
Plperonyl Butoxide, Technical 1,0%:
Petroleum Distillate 08.35%. Method of
Support- Application proceeds under 2(o)
of interim policy. PM17

EPA File Symbol 4020-ET. Oil Specialties &
Refining Co., Inc. COMPACTOR AND
KITCHEN INSECTICIDE SPRAY, Active
Ingredients: Pyrethrls 0.12%; Plporonyl
Butoxide, Technical 1.20%; Petroleum Dis-
tillate 0.48%. Method of Support: Applica-
tion proceeds under 2 (c) of Interim policy.
PA17

EPA File Symbol 4029-.E. Oil Specialties &
Refining Co., Inc. INDUSTRIAL WATER
COOLING TOWER ALGAEOIDE. Active
Ingredients: n-Alkyl (60% C14, 30% 016,
5% C12, 5% C18) dimthyl bonzyl am-
monium chlorides 5%; h-Alkyl (68% 012,
32% C14) dimethyl ethylbenzyl ammonium
chlorides 5%. Method of Support: Applica-
tion proceeds under 2 (c) of Interim, policy.
PM131

EPA File Symbol 491-EEN. Selig Chemical In-
dustries, PO BOX 43106, Atlanta GA 30330.
ULVP. Active Ingredients: (5-Benzyl-3-
furyl)methyl 2,2 - dimethyl-3-(2-mothyl-
propenyl) cyclopropanecarboxylato 4.22%:
Related compounds 0.57%: Aromatic
petroleum hydrocarbons 5.59%; Refined
petroleum distillate 89.45%. Method of
Support: Application proceeds under 2(o)
of interim policy. PA17

EPA File Symbol 499-lIlA. Whitmire Re-
search Laboratories, Inc., 3568 Tree Court
Industrial Blvd., St Louis, MO 63122.
WHITMIRE PRESCRIPTION TREATMENT
NO. 583. Active Ingredients: Pyrothrins
1.20%; Plperonyl butoxide, technical
2.40%; N-Octyl bicycloheptene dicar-
boximide 3.98%; Ietroleum distillate
87.44%. Method of Support: Application
proceeds under 2(c) of interim policy,
PM 7

APrPLICATIONS Rrcrvn (OPr-32000/215)
EPA File Symbol 34149-A. Beaumont Chem,

Co., PO Box 509, Beaumont WX 77704.
BUGHOUSE ROACH & ANT SPRAY. Active
Ingredients: Pyrethrins 0.052%: Plperonyl
Butoxide, Technical 0.260%; Chlorpyrifos
(0,0-diethyl 0- (3,5,6-trchoro-2-pyrldyl)
Phosphorothioate 0.500%; Petrdleum Dis-
tilate 98.736%. M ethod of Support: Ap-
plication proceeds under 2(0) of Interim
policy. PA117

EPA Re&. No. 106-44. Brulin & Co., Inc., P0
Box 270-B, Indianapolis IN 462 00. BRULIN
CDQ. Active Ingredients: n-Alkyl (60%
014, 30% C016, 5% 012, 5% 018) dimethyl
benzyl ammonium chlorides 1.6%; n-All:yl
(50% 012, 30% C14, 17% 016, 3% 018)
dimethyl ethylbenzyl ammonium chlorides
1.6%; Essential Oils 0.6%: Monoethanol-
amine 3.5%. Method of Support: Applica-
tion proceeds 'nder 2(a) of interim policy,
PM31

EPA File Symbol 14794-G, Conscaidated
*Water Treatment Corp., 5500 Government
Blvd., Mobile AL 36609. FORMULA 400. Ac-
tive Ingredients: Disodium oyanodithio-
imldocarbonate 4.90%; Potassium N-
methyldithiocarbamato 6.76%. Method of
Support: Application proceeds under 2(b)
of interim policy. P=22

EPA Reg. No. 8446-3. Mclnnis Lab., 1300 B
St., Meridan MS 39301. SUPER ANTI-MLY
BLOCK. Active Ingredients: PhenothlaZlno
2.000%. Method of Support: Application
proceeds under 2(c) of interim policy.
PM14
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EPA Beg. No. 2139-99. 1Nor Am Agricultural
-Products Ina, Research & Development
Center, 11710 Lake Ave. Woodstock IL
60098. CARZOL SPF. Active' Ingredients:.
Formetanate Hydrochloride 92%. Method
of Support: Application proceeds tunder
2(a) of Interim pollcy..PM1R

EPA File Symbol 2217-AGE. PBI Gordon*
Corp. 300 S.3rd St., Kansas Clty KS 66118.
A U S 90 WET TECHNICAL 2A-DICHLO-
ROPHENOXYACETIC ACID. Active Ingre-
dients: 2.4--Dchlorophenoxyacetic Acid
90%. Method of Support: Application pro-
ceeds under 2(c) of interim policy. PM23

EPA File Symbol 773-LU. Pitman-Moore, Inc.,
PO Box 34-4, Washington Crossing NJ 08560.
TEL= B EQUINE WORAIER. Active In-
gredients: Trichlorfon [0,O-Dinethyl(2.2.
2-trichloro-l-hydroxy ethyl) phosphonate]
37.50%; Mebendazole '[Methyl 5-benzoyl-
benzimidszole-2-carbamate] 8.33%. Meth-
od of Support: Application proceeds under
2(c) of interimpolicy.PM114

EPA Reg. No. 9Q-153. B. G. Pratt Dlv., Ga-
briel Chem. Ltd 204 21st Ave.. Paterson
NJ 07509. EG 5 MALATHION SPRAY. Ac-
tive -Ingredients: Malathion 57%; Aro-
matic Petroleum Derivative Solvent 36%.
Method. of Support: Application proceeds
under 2(c) of interim policy. PM16

EPA File Symbol 10742-A. Prinova Co., Inc.,
982 Terminal Way, San Carlos CA 94070.
LADRIN MILDEW PREVENTATIVE. Active
Ingredients: Didecyl Dimethyl Ammonium
Chloride 25%. Method of Support: Appli-
cation proceeds under 2(b) of interim pol-
iqy. PM31

-EPA File Symbol 842-RRU. G. "S. Robins &
Co.,. 126' Chouteau Ave., St. Louis MO
63102. ROBINS 57% EM ULSIFIABLE
MALATHIOIN'. Active Ingredients: Mela-
thlon 57%; Aromatic Petroleum Derivate
Solvent 34%. Method of Support: Appli-
cation proceeds under 2(c) of Interim pol-
icy. P16

[FR -Doc.75-7897 Filed 3-26-75;8:45 am]

[I1L 351-3; OPP-32000/216 &217]

RECEIPT OF APPLICATIONS FOR
PESTICIDE REGISTRATION

DataTo Be Consideredrn Support of
Applications

On November 19, 1973, the Environ-
mental Protection Agency (EPA) pub-
lished in the FEDERAL REGISTER (38 FR
318.62) its interim policy with respect to
the administration of section 3(c) (1) (D)
of the Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA), as amended.
This policy provides that EPA will, upon

.receipt of every application for registra-
tion, publish in the FEDERAL REGISTER a
notice containing the information shown
below. The labeling furnished by the ap-
plicant will be available for examination
at the Environmental Protection Agency,
Room EB-31, East Tower, 401 M Street
SW.; Washington, D.C. 20460.

On or before May 27, 1975, any person
who (a) is or has been an applicant, (b)
believes that data he developed and sub-
mitted to EPA on or after October 21,
1972, is being used to support an applica-
tion described in this notice, (c) desires
to assert a claim for compensation under
'section 3(c) (1) (D) for such use of his
data, and (d) wishes to preserve his right
to have the Administrator determine the.
amount of reasonable compensation to
which he is entitled for such use of the

data, must notify the Administrator and
the applicant named in the notice in
the FEDERAL REGISTER of his claim by
certified mail Notification to the Admin-
istrator should be addressed to the In-
formation Coordination Section- Tech-
nical Services Division (WH-569), Oce
of Pesticide Programs, 401 M Street SW.,
Washington, D.C. 20460. Every such
claimant must include, at a minimum,
the information listed in the interim
policy of November 19,1973.

Applications submitted under 2(a) or.
2(b) of the interim policy will be proc-
essed to completion In accordance with
existing procedures. Applications sub-

-mitted under 2(c) of the interim policy
cannot be made final until the bo day
period has expired. If no claims are re-
ceived within the 60 day period, the 2(c)
application will be processed according
to normal procedure. However, if claims
are redelved within the GO day period,
the applicants against whom the claims
are asserted will be advised of the alter-
natives available under the Act. No
claims will be accepted for possible EPA
adjudication which are received after
Mlay 27.1975.

Dated: March 21,1975.
Jom; B. RrICH, Jr.,

Director,
Registration Divisom

ApPLxcTvrxoNs REcE ED (OPP-32600/216)

EPA File Symbol 4--EU. Bonlda Chem. Co.
'Inc. 2 Wurz Ave., Yorkville NY 13495.
SLUG & SNAIL KILLER W/AIESUROL. Ac-
tive Ingredients: 3,G-Dimcthyl-4-(methyl-
thlo) phenol methylcarbamato 2.0%.
Method of Support: Application proceeds
under 2(c) of interim policy. P1112

EPA File Symbol 6959-YE. Cesco. Inc, P0
Box 12452. Charlotte NC 28205. ACCUDOSE
SPECIFIC DOSAGE AEROSOL FOR LARGE
SCALE TREATMENT. Active Ingredients:
Malathion (O,0-dlmethyl dithlosphosphato
of dlethyl mercaptosucclnate) 22.8000%;
Betabutoxy beta-thocyono diethyl ether
8.2680%; Petroleum Distillate 8.5320%:
Pine Oil 0.4000%. Method of Support:-.Ap-
plcation proceeds under 2(c) of Interim
poilcy. P1Ia

EPA File Symbol 7478-UG. Chem Par Co,
PO Box 757, S. ifani FL 33143. SPRING-
HILL ROSE FUNGICIDE SPRAY. Active
Ingredients: Tetrachlorolsophthalonltrilo
50.0%; Dinltro (1-methylbeptyl phenyl
crotonate) 0.0%: Other nitro phenols and
derivatives chiefly dinitro (1-methyl-
heptyl). phenol. 0.1%. Method of Support:
Application proceeds under 2(c) of Interim
policy. P2113

EPA File Symbol 7478-DR. Chem Pak Co.
•FLORIDA CITRUS SPRAY. Active Ingre-
dients: Copper Salts of Rin and Fatty
Acid (Copper as metallic 2%) 24.07; 1,1-
his (chlorophenyl) "2,2-trlchloroethanol
4.0% '; Malathlon (00-dimathyl dithlophos-
phate of dlethyl mercaptc-succinate)
12.0%. Method of Support: Application
proceeds under 2(c) of Interim policy.

EPA File Symbol 7478-13U. Chem Pal Co.
SPRII7GHILL ROSE SPRAY. Activo In-
gredients: Tetrachlorolsophthalonitrile
15.00%; 1.1. Bi (Chlorophenyl) 2,2.2 Tri-
chloroethanol 3.607; Lndane (Gamma
Isomer of Benzen Hexachlorlde) 5.00%;
Toxaphene 10.00%; Dntro (1-methyl-
heptyl) phenyl crotonato and Dlntro (I-

13549

methylhepthyl) phenol and related cam-
poUnd. 125%: Sulphur 10.0%. Method of
Support: Application prozeeds under 2(c)
of Interim policy. P 115

EPA Beg. No. 239-2211. Chevron Chem. Co,
Ortho Dlv. 940 Henoley St., Richmond CA
0480M. ORTHO DIFOLATAN 4 PLOWABLE.
Active Ingredients: Captafol. (cs '-[(1,I,
2.2-tetrachlrethyl) thiol-1-cyclohexene-
1.2-dicarboxilde) 39%. Method of Sup-
port: Application proceeds under 2(c) of
Interim policy. P121

EPA File Symbol 6754-AA. Dettelbach Pesti-
cdde Corp. PO Eox 938, 4103 Peachtree
Rd. N.X Atlanta GA 30319. PROPFS-
SIONAL OR1=ICID3 PREPARD A T-
COAGULANT RODENT BA #5. Active
Ingredient-: 3-(alpha-acetonylfurfyl)-4-
hydroxycoumarn 0.025%. Method of Sup-
port: Application proceeds under 2(c) of
interim policy. PM11

EPA Me Sy.Ibo 6754-AT. Dettelbach Pesti-
cide Corp.. PO Box 933, 4111 Peachtree
Rd., N .E, Atlanta GA 30P9. PROFES-
SIO AL ORI' MAICE BAIT. ActIva In-
gredlento: 2-Pivalyl-1, 3-ndandlone
0.025,%. Method of Support: Application
proceeds under 2(c) or Interim policy.

EPA File Symbol 5305-UUG. Helena Chen.
Co. Clark Tower. 5100 Poplar Ave., Mem-
phis Tiz 33137. HENA MAIATHI0NT S.
Active Ingredients: Malathlon, (0,0-Di-
mothyl dithlophophate of diethyl mar-
captosuccinate) 80.4%. Method of Sup-
port: Application proceeds under 2(c) of
interim policy. P12116

EPA File Symbol 20375-LN. Nutmeg Chem.
Co, 125 Market St, NX= Haven CrT 6513.
N%'UTIMEG NC-151. Active Ingredlents: So-
dum. 2.4.5-TrlchIorophenate 85%. Method
of Support: Application proceeds under
2(c) of Interim policy.1132

EPA File Symbol 3333-RL. Park-Hiu Chem.
Corp-, 23 Bartel Ave-. Mount; Vernon XY
10550. PARKO BAT-BAn KILLS RATS
AND MICE. Active Ingredients: Warfarin
3 - (a - acetonylbanzyl)-4-hydrozycouma-
rin 0.025%. Method of Support: App]ica-
tion proceeds under 2(c) of interim policy.
PMll I

EPA File Symbol 904-EGL B. G. Pratt Div.
Gabriel Chem. Ltd, 204 21st Ave., Paterson
NJ 07509. PRATT RES Hf MOS-
QUITO CONCENTRATE 40. Active Ingre-
dienta: (5-Benzyl-3-furyl)nzthyt 22-di-
methyl- 3 - (2-methylpropenyl) cyclopro-
pane carboxylate 40.0%; Related com-
pounds S.45%; Aromatic Petroleum Hy-
drecarbons 53.95%. Method of Support:
Application proceeds under 2(c) of interim
policy. PI,17

EPA File Symbol 4981-LU. Redwood Chem.
Co.. PO Box 45916, Houston TX 77045.
REDWOOD CMTA ANT AND ROACH
RESIDUAL AND CONTACT SPRAY. Active
Ingredients: (5 - Beazyl - 3 - furyl)miethyl
2. 2-dlmethyl-3-(2-methylpropenyl)cyclo-
propanecarboxylate 0.100%; Related com-
pounds 0.014%: 0,0-dleth2yl-0-(2-Isapro-
pyl-4-methyl - 6 - pyrinddinyl)phosphoro-
thloato 0.5001; Aromatic petro!eum hy-
drocarbons 0.232%; Petroleum distillate
93.750%. Method of Support: Application
proceeds under 2(c) of interim- policy.
P114

EPA File Symbol 3A483-B. Reuter Labs. 7555
Gary Rd., BMan VA 22110. MILKY
SPORE. Active Inredlents: A mixed cul-
turo of not l= than 100 minion viable
spores of reoistant stages of elther or both
Bacillus popililao or Bacillus leitimorbus
per gram of inert powder. Method of Sup-
port: Application proceeds under 2(c) of
Interim policy. P1117
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EPA File Symbol 707-REA. Rohm and Haas,
Independence Mall W, Philadelphia PA
19105. Active Ingredients: 5-chloro-2-
methyl-4-isothiazolin-3-one calcium chlo-
ride 55.0%; 2-methyl-4-lsothiazolin-3-one
calcium chloride 15.0%. Method of Sup-
port: Application proceeds under 2(b) of
interim policy. PM22

APPLXCATONs RzcErvD (OPP--32000/217)
EPA File Symbol 36532-R. Better Water Corp.,

500 C Allied Dr., Nashville TN 37211. BIO-
209. Active Ingredients: Disodium cyano-
dithiolmidocarbonate 3.68%; Potassium N-.
methyldithiocarbamate 5.07%. Method of
Support: Application proceeds under 2(b)
of interim policy. PAM22

EPA File Symbol 30948-RT. Blonomical
Chem. and Services, Inc., 1003 Pineville
Rd., Chattanooga TN 37405. PB-101
READY-TO-USE LIQUID WEED KILER.
Active Ingredients: Pentachlorophenol
1.76%; 2,3,4,6-Tetrachlorophenol 0.24%;
Aromatic Petroleum Derivative 23.00%;
Petroleum Distillate -75.00%. Method of
Support: Application proceeds under 2(c)
of interim policy. PM24

EPA File Symbol 7478-UE. Chem-Pak Co.,
PO Box 757, S. Miami FL 33143. KOPPER
KOTE EIIULSIFIABLE LIQUID COPPER
FUNGICIDE. Active Ingredients: Copper
Salts of Rosin and Fatty Acids (Copper
as Metallic 4%) 48.00%. Method of Sup-
port: Application proceeds under 2(c) of
interim policy. PM22

EPA File Symbol 7478-GO. Chem-Pak Co.,
PO Box 757, S. Miami FL 33143. LAWN
KEEPER TURF FUNGICIDE. Active In-
dients: Tetrachloroisophthalonitrlle 50.0%;
Thiram (Tetra Methyl Thiuram Disulfide)

7,0%; Captan (N-trichloromethylmercapto-
4-cyclohexene-1, -2-bicarboximide) 10.0%.
Method of Support: Application proceeds
under 2(c) of interim policy. P2121

EPA Reg. No. 1109-20. Cities Service Co., Cop-
perhill Operations, PO Drawer 50360,
Atlanta GA 30302. COPPER SULFATE
GRANULAR CRYSTALS. Active Ingre-
dients: Copper Sulfate (Pentahydrate)
99%. Method of Support: Application pro-
ceeds under 2(c) of interim policy. PM24

EPA File Symbol 9444-UE. Cline-Buckner,
Inc., 16317 Pluma Ave., Cerritos CA 90701.
PURGE INSPECT REPELLENT LOTION.
Active Ingredients: NN-Dlethyl-m-tolua-
mide 8.31%; Other Isomers 0.44%; N-Octyl
bicyeloheptone dicarboxlmide 2.50%;
2,3:4,5-Bis (2-butelene) tetrahydro-2-fur-
aldehyde 0.62%; Di-n-propyl Isocinchomer-
onate 0.62%. Method of Support: Applica-
tion proceeds under 2(c) of interim policy.
PMI7

EPA File Symbol 9444-UG. Cline-Buckner,
Inc., 16317 Pluma Ave., Cerritos CA 90701.
NEW PURGE IV ONCE-A-DAY CONCEN-
TRATED AEROSOL INSECT KILLER.
Active Ingredients: Pyrethrins 1.00%;
Piperonyl Butoxide Technical 2.00%; N-
octyl bicycloheptene dicarboximlde 3.34%;
Petroleum Hydrocarbons 13.66%. Method
of Support: Application proceeds under
2(c) of interim policy. PM17

EPA File Symbol 35911-R. Richard Conn,
Inc., 17200 W. 10 Mile Rd., Southfield MI
48075. R-C ADSAN HEAVY-DUTY GER-
MICIDE. Active Ingredients: Octyl Decyl
Dimethyl Ammonium Chloride 4.50%;
Dloetyl Dimethyl Anmonium Chloride
2.25%; Didecyl Dimethyl Ammonium
Chloride 2.25%; Tetrasodium Ethylene-
diamine Tetraacetate 2.40%; Isopropyl
Alcohol 3.60%. Method of Support: Appli-
cation proceeds under 2(b) of interim
policy. PM31

EPA File Symbol 2496-EN. The General Pest
Control Co., 3561 W. 105th St., Cleveland
OH 44111. MYSTIC GENERAL PURPOSE
INSECT SPRAY AQUEOUS. Active Ingre-

dients: Pyrethrins 0.1%, Piperonyl Butox-
ide, Technical 1.0%; Petroleum Distillate
0.4%. Method of Support: Application pro-
ceeds under 2(c) of interim policy. P117

EPA File Symbol 6993-LL. Germain's Inc.,
4820 E., 50th St., Los Angeles CA 90058.
GERMAIN'S INSECT SPRAY FOR TEN-
DER FOLIAGE PLANTS. Active ingredi-
ents: Tetramethrin 0.250%; Related com-
pounds 0.034%; (5-Benzyl-3-furyl)methyl
2,2-dlmethyl-3- (2-methylpropenyl cyclo-
propanecarboxylate 0.106%; Related com-
pounds 0.014%; Petroleum Distillate
9.000%. Method of Support: Application
proceeds under 2(c) of Interim policy.
PM17

EPA Reg. No. 5905-217., Helena Chem. Co.,
Suite 2900 Clark Tower, 5100 Poplar Ave.,
Memphis TN 38137. HELENA EEL-FIRE.
Active Ingredients: flnoseb (2-sec-butyl-
4,6-dlnitrophenol) 24.00%. Method of
Support: Application proceeds under 2(c)
of interim policy. PM23

EPA File Symbol 5905-UUU. Helena Chem.
Co., Suite 2900 Clark Tower, 5100 Poplar
Ave., Memphis TN 38137. HELENA DLZI-
NON 40W INSECTICIDE. Active Ingredi-
ents: 0,0-diethyl 0-(2-isopropyl-6-
methyl-4-pyrimidinyl) phosphorothioate
40%. Method of Support: Application pro-
ceeds under 2(c) of interim policy. PM14

EPA File Symbol 34774-B. Hertz Pools, 7206
N. Western Ave., Oklahoma CIty OK 73116.
ALGI-RID CONCENTRATE. Active Ingre-
dients: Poly [oxyethylene (dimethyliminio),
ethylene (dimethyllminlo) -ethylene dichlo-
ride] 60.0%. Method of Support: Appli-
cation proceeds under 2(b) of interim pol-
icy. PM134

EPA File Symbol 9369-n. D. L. Johnson Co.,
Route 9 Box 268, Pensacola FL 32503.
JOHNSON'S MANGE MAGIC FOR DOGS.
Active Ingredients: Linseed O1"92.00%;
Sulfur 4.00%; Gum Thus 2.00%; Oil of
Pine 1.00%; Iodine 0.125%; Creosote
0.50%; Phenol 0.25%; Camphone 0.125%.
Method of Support: Application proceeds
under 2 (c) of interim policy. PAl14

EPA Fle'Symbol 8220-EU. Lambert Kay Div.
of Carter-Wallace, Inc., PO Box 11523,
Santa Ana CA 92711. CONCENTRATED
TICK & FLEA POWDER FOR DOGS. Active
Ingredients: Pyrethrins 0.10%; Piperonyl
Butoxide, Technical 1.00%; Carbaryl (1-
Naphthyl N-methylcarbamate) 5.00%;
Silica Gel 40.00%; Base Oil 4.90%. Method
of Support: Application proceeds under
2(c) of interim policy. PM17

EPA File Symbol 8220-EL. Lambert Kay Div.
of Carter-Wallace, Inc., PO Box 11523,
Santa Ana CA 92711. CONCENTRATED
FLEA & TICK POWDER FOR CATS AND
DOGS. Active Ingredients: Pyrethrins
0.10%; Piperonyl Butoxide, Technical
1.00%; Carbaryl (1-Naphthyl N-methyl-
carbamate) 5.00%; Silica Gel 40.00%;
Base Oil 4.90%. Method of Support: Ap-
plication proceeds under 2(c) of interim
policy. PM17

EPA File Symbol 995-UT. The Mackwln Co.,
25 McConnon Dr., Winona ZMN 55987. C-
RIO PELLETED BAIT. Active Ingredients:
Warfarin (3-Alpha-Acetonylbenzyl) -4-Hy-
droxycoumarin) 0.025%. Method of Sup-
port: Application proceeds under 2(c) of
Interim policy. PM11

EPA File Symbol 4476-TU. Morton Pharma-
ceuticals, Inc., 1625-39 N. Highland, Mem-
phis TN 38108. INSECT SPRAY. Active In-
gredients: (5-Benzyl-3-furyl)me.thyl 2,2-
dimethyl - 3 - (2 - methylpropenyl)cyclo-
propanecarboxylate 0.200%; Related com-
pounds 0.028%; d-trans Allethrn (allyl
homolog of Cinerin I) 0.150 %; Related com-
pounds 0.012 %; Aromatic petroleum hydro,
carbons 0.272%. Method of Support: Ap-
plication proceeds under 2(c) of interim
policy. PM17

EPA File Symbol 4476-TG. Morton Pharma-
ceuticals, Inc. PET SPRAY. Active Ingredi-
ents: (5-Benzyl-3-uryl) methyl 2,"-di-
methyl - 3 - (2 - methylproponyl) cyclopro-
panecarboxylate 0.200% Related com-
pounds 0.028%; d-trans Allothrln (allyl
homolog of Cinerin I) 0.150%; Related com-
pounds 0.012 %; Aromatic Petroleum hydro-
carbons 0.272%. Method of Support: Ap-
plication proceeds under 2(o) of Interim
policy. PM17

EPA Plle'Symbol 4476-TE. Morton Pharma-
ceuticals, Inc. HOUSE & GARDEN SPRAY.
Active Ingredionta: (5-Bonzyl-3-furyl)
methyl 2,2-dlmethyl-3- (2-mothylproponyl)
cyclopropanecarboxylato 0.200%; Related
compounds 0.028%; d-trans AllethrIn (l-
lyl homolog of Cinerin I) 0.150%; Related
compounds 0.012%; Aromatic petroleum
hydrocarbons 0.272%. Method of Support:
Application proceedl under 2(o) of Interim
policy. PM17

EPA File Symbol 1706-RUL. Nalco Chem, Co.,
6216 W. 66th Place, Chicago IL 60030.
NALCO 43W-375, Active Ingredients: n-
alkyl (60% 014,30% 016, 6% 012, 5% 018)
dinethyl benzyl ammonium chlorides 5%;
n-alkyl (68% 012, 32% 014) dlmethyl
ethylbenzyl ammonium chlorides 5%.
Method of Support: Application procceda
under 2(c) of Interim policy. PM31

Et$A File Symbol 176P-EAA. National Choe-
search, Div. of USACHEM, Inc., 2727 Chon-
search Blvd., Irving TN 75082. NATIONAL
CHEMSEAROH AL-CHEK VATER TREAT-

MENT MICROBIO0IDE, Active Ingredient:
Didecyl dimethyl ammonium chloride 5%.
Method of Support: Application proceeds
under 2(b) of Interim policy. PM31

EPA File Symbol 004-EUN. B. G. Pratt DIV.
Gabriel Chem. Ltd., 204 21st Ave., Paterzon
NJ 07509. DURSBAN 2 EC. Active Ingredi-
ents: Chlorpyrifos [0,0-diothyl O-(3,5,0-
trichloro - 2 - pyridyl) phosphorothiloato]
24.9%; Aromatic petroleum derivative sol-
vent 53.7%. Method of Support: Applca-
tion proceeds under 2(c) of Interim policy,
PM12

EPA File Symbol 004-EGO. B. G. Pratt Div.
Gabriel Chem. Ltd., 204 21at Ave., Pater-
son NJ 07509. PRATT 3610 FOGGING CON-
CENTRATE. Active Ingredients: Pyrothrins
3%; Plperonyl butoxldo, technical 0%: N-
octyl blcycloheptene dicarboximldo 10%:
Petroleum distillate 81%. Method of Sup-
port: Application iroceeds under 2(o) of
interim policy. PM17

EPA File Symbol 21270-RE. E. Targomz & Co.,
736 Estes, Schauwburg IL 60172. CON-
SERVE II. Active Ingredients: Didcoyl di-
methyl anmmonium chloride 2,5%; Tetra-
sodium ethylenediamino tetrancotate 2.0%;
Sodium carbonate 1.6%, Motiod of Sup-
port: Application proceeds under 2(b) of
interim policy. PAM31

EPA File Symbol 21270-RB. E, Targoz & CO,,
736 Estes, SchaumburgiL 60172, TARGOS3
GERMICIDE PLUS. Active Ingredients:
Octyl Decyl Dimethyl Ammonium Chlo-
ride 3.750%; Dloctyl Dimethyl Ammonium
Chloride 1.875%; Dldecyl Dimothyl Am.
monium Chloride 1.876%; Alkyl (014 60%,
C12 40%, 016 10%) Benzyl Dimothyl Am-
monium Chloride 6.000%; Tetrasodium
Ethylenediamine Tetraacotato 3.420%/o:
Isopropyl Alcohol 3.000%; Ethyl Alcohol
1.000%. Method of Support: Application
proceeds under 2(b) of Interim polio.
PM31
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EPA File Symbol 27588-E. Water Condition-
ing Consultants. PO Box 8208, 1651 F.
Edinger Ave., Fountain Valley CA 92708.
FORMULA 30 CONTAINS 2.25% ELF-
MENTAL COPPER. Active Ingredients:
Copper Sulfate 5.625 %. Method of Support:
Application proceeds under 2(c) of in-
terim policy. PM21

EPA Reg. No. 2935-363. Wilbur- lis Co.,
Agricultural Chem. Div., Old Highway 99
at Cedar, PO Box 1286, Fresno CA 93715.
BED-TOP METHYL PARATHION 5 SPRAY.
Active Ingredients: O,O-Dimethyl O-p-
nitrophenyl thlophosphate 54.5%; Xylene
40.5%. Method of Support: Application
proceeds under 2(c) of interim policy.
PAD2

EPA File Symbol 5427-AN. Wright Chem.
Corp, 1319 Wabansia Ave, Chicago 3L.
60622. WMICO-TQA. Active Ingredients:
n-alkyl (014 60%, C16 30%. 012 5%, 018
5%) dimethyl benzyl ammonium chlorides
20.0%; n-bls (tributyltin) oxide 4.0%.
Method of Support: Application proceeds
undek 2(c) of interim policy. PM31

RPPUBLISHED ITEMS
The following represent changes to the

list of Applications Received published in
the FEDERAL REGISTER February 28, 1975
(40 FR 8598):
EPA Pile Symbol 11556-LB. Cutter Animal

Health Lab, Div. Bayvet Corp., PO Box 390,
Shawnee KS 66201. MY PAL INSECTICIDE
SHAMPOO, Method of Support: -Applica-
tion proceeds under 2(b) of interim policy
rather than 2(c) as cited.

EPA File Symbol 569-AT. Haver-Lockhart
Lab., Div. Bayvet Corp., PO Box 390.

,Shawnee KS 66201. SENDRAN INSECTI-
CIDE SHAMPOO EOR DOGS AND CATS.
Method of Support: Application proceeds
under-2(b) of interim policy rather than
2 (c) as cited. -

The following represents a change to
the list of Applications Received pub-
lished in the FEDERAL REGISTER February
27, 1975 (40 FR 8380) :
EPA File Symbol 11556-LN. Cutter Animal

Health Lab., Div. Bayvet Corp., PO Box 390,
Shawnee KS 66201. MY PAL. TICK. AND

- FLEA DAB-ON. Method of Support: Ap-
plication proceeds under 2(b) of interim
policy rather than 2(c) as cited.
[FR Doc.75-7898 Filed 3-26-75;8:45 am]

[FRLS51-5; OPP-180013A]

TENNESSEE VALLEY AUTHORITY

Amendment to Specific Exemption To Use
2,4-D To Control Eurasian Watermilfoil

On May 29, 1974, the Environmental
Protection Agency (EPA) granted a spe-
cific exemption to the Tennessee Valley
Authority (TVA) to use the butoxy-
ethanol ester of 2,4-dichlorophenoxy
acetic acid (2,4-D) for control of Eura-
sian watermilfoil (Myriophyllum spi-
catum L.). This control program was to
take place in the waters of eight TVA
reservoirs on the Tennessee River-and its
tributaries.

On March 5, 1975, the EPA received an
application from the TVA requesting
that the specific exemption granted be
renewed for calendar year 1975. The 1975
control program calls for using 397,800
pounds of 2,4-D to treat the eight res-
ervoirs mentioned previously. These res-

lervoirs contain 284,600 acres of water
surface; 9,870 surface acres of this total

contain Eurasian watermilfoll infesta-
tions which require herbicide treatment
during the coming season.

This application Is In accordance with
the provisions of section 18 (40 CFR Part
166) of the Federal Insecticide, Fungi-
cide, and Rodenticide Act, as amended
(86 Stat 793 U.S.C. 136). Part 166 was
issued on December 3, 1973 (38 FTg
33303), and prescribes the requirements
for exemption of Federal and State agen-
cies for the use of pesticides under emer-
gency conditions.

This notice does not indicate a deci-
sion by this Agency on the application.
Interested parties may review the appli-
cation in the Office of the Director, Reg-
istration Division (WH-567), Office of
Pesticide Programs, EPA, 401 Mll St, SW.,
Room E-347, Washington, D.C. 20460.

Dated: March 19, 1975..

JA Es L. AGEE,
Assistant Administrator for

Water and Hazardous Materials.
IR Doc.75-7000 Filed 3-26-75;8:45 am]

FEDERAL COMMUNICATIONS
COMMISSION

[Docket Nos. 20260, 20261; File Nos. 5850-..
C2-P-(3) -70, 1101-C2-P-70; FCC 75R-11]

ANSWERPHONE, INC. AND THE MOUN-
TAIN STATES TELEPHONE AND TELE-
GRAPH CO.

Memorandum Opinion and Order
Enlarging Issues

In the matter of applications of An-
swerphone, Inc., Denver, Colorado, and
the Mountain States Telephone and
Telegraph Company, Denver, Colorado,
for construction permits to establIsh
new air-ground facilities in the Domestic
Public Land Mobile Radio Service.

1. The above-captioned mutually ex-
clusive applications for construction per-
mits to establish new air-ground facill-
ties in the Domestic Public Land Mobile
Radio Service (DIPLIRS) in Denver,
Colorado, were designated for hearing by
Commission Memorandum Opinion and
Order, 39 FR 43245, published on De-
cember 11, 1974, on the following issues:

(a) To determine on a comparative
basis the nature and extent of services
proposed by each applicant.

(b) To determine, in light of the evi-
dence adduced pursuant to the foregoing
issues, which, if either, of the above-
captioned applicants would better serve
the public interest, convenience and ne-
cessity.

Now before the Review Board is a motion
to clarify and enlarge Issues,' filed De-

SAlso before the Review Board are the fol-
'lowing related pleadings: (a) petition for ac-
ceptance of late-flmed motion to clarify and
enlarte issues, filed December 27. 1974, by
Answerphone; (b) opposition, flied Janu-
ary 9. 1975, by the Common Carrier Bureau;
(c) opposition, tiled January 9. 1975, by
Mountain Bell and (d) reply, tiled Janu-
ary 21, 1975, by Answerphone. Answerphonae
petition for acceptance of Its late-iled
motion to clarify and enlarge issue3 Is un-
opposed, it contains an adequate showing of
good cause for the brief delay in filing, and
it will therefore be granted.
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cember 27, 1974, by Answerphone, Inc.
(Answerphone) seeking clarification of
the above-designated Issues and addition
of the following issues against the
Mountain States Telephone and Tele-
graph Company (Mountain Bell):

a. To determine the manner in which
each applicant proposes to provide for
management arrangement at the local
level and the effect of such management
on the efficiency of the proposed service.

b. To determine the plans of each ap-
plicant for the establishment of proce-
dures necessary to permit local aircraft
operators to obtain access-to the system.
and Its plans to promote an efficient, high
quality service to the area.

c. To determine, in light of the Gov-
ernment's antitrust action against
American Telephone and Telegraph
Company and its subsidiaries, and the
Commission's decision in Chastain et at.
V. AT&T, 43 FCC 2d 1079, 28 RP. 2d 1343
(1973), recon. den., 49 FCC 2d 749, 31 RR
2d 1487 (1974), whether the Mountain
States Telephone and Telegraph Com-
pany should be disqualified from. being
the licensee of its proposed station.

2. Answerphone, in support of the re-
quested issues, essentially relies on the
same allegations as are contained in a
recent series of motions to clarify and
enlarge Issues involving Bell System op-
erating company stations I and non-Bell
statiorns in proceedings for construction
permits to establish new air-ground
DPLMRS facilities0 Since we have al-
ready considered and ruled on almost
Identical requests for Issues predicated,
on the same allegations and arguments
in a Memorandum Opinion and Order,
James D. and Lawrence D. Garvey, d/b/a
Radofone, FCC 75R-111, adopted this
same date, no useful purpose would be
served *by reiterating our disposition
here.

3. Accordingly, it is ordered, That the
petition for acceptance of late-filed
motion to clarify and enlarge issues, fed
December 27, 1974, by Answerphone, Inc.,
Is granted; and

4. It is further ordered, That the
motion to clarify and enlarge issues, filed
December 27, 1974, by Answerphone,
Inc., is granted to the extent indicated
herein, and is denied in all other re-
spects; and

5. It is further ordered, That the issues
In this proceeding are enlarged by the
addition of the following isue:-
'To %determine the effect of the Com-

mission's decision in Chastain et al. v.
AT&T, 43 FCC 2d 1079, 28 RR 2d 1343

2Approximately 88 percent of Mountain
Bell'a stock is owned by the American TeIe-
phono and Telegraph Company.

a Seo Memorandum Opinion and Orders
designating: (1) the air-ground applications
of Jame3 D. and Lawrence D. Garvey, dclb/a
Badlofone and South Central Bell Telephone
Company. 39 FR 42025, published Decem-
ber 4, 1974; (2) the air-ground applications
of Answerphone, Inc. and the Mountan
States Telephone and Telegraph Company, 39
FR 43245, published December 11, 1974; and
(3) the air-ground applications of Roy Br.
Teel d/b/a Houstor Radiophone Service andc
Southweztern Bell Telephone Company, 39
FR 43583, published December 26, 1974.
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(1973), recon. den., 49 FCC 2d 749, 31
RR 2d 1487 (1974), on the basic and/or
comparative qualifications of the Moun-
tain States Telephone and Telegraph
Company to be a Commission licensee.

6. It is further ordered, That the
burden of proceeding with -the introduc-
tion of evidence under the issue added
herein shall be upon Answerphone, Inc.,
and the burden of proof shall be upon
the Mountain States Telephone and
Telegraph Company.

7. It is further ordered, That If favor-
able action is taken on the application of
the Mountain States Telephone and
Telegraph Company for construction of
an air-ground station in Denver, Colo-
rado, any such grant will be made subject
to the following condition:

This grant is without prejudice to
whatever action, If any, the Commission
may deem appropriate as a result of the
pending civil action entitled United
States v. American Telephone and Tele-
graph. Company, Western Electric Com-
pany, Inc., and Bell Telephone Labora-
tories, Inc., (Civil No. -74-1698), filed
November 20, 1974, in the United States
District Court for the District of
Columbia.

Adopted: March 17, 1975.
Released: March 21, 1975,

FEDERAL COMMrxUNICATIONS
CoMMrIssioN,

[SEAL] Vnzcxrsu J. MuLLIus,
Secretary.

[FR Doc.75-7924 Filed 2-26-75;5:45 am]

CABLE TELEVISION TECHNICAL ADVI-
SORY COMMITIEE (CTAC) STEERING
COMMITTEE

Meeting
Pusuant to section 10 of the Federal

Advisory Act, (5 U.S.C. App. I § 10)
(Supp. I= 1972), notice Is hereby given
of a meeting of the CTAC Steering Com-
mittee on April 15, 1975, to be held at
the Bacchus Room, Marriott Hotel, New
Orleans, Louisiana. The meeting is
scheduled to commence at 2 p.m.

The agenda is as follows: ,
(1) Review and approval of Final

Steering Committee Report.
(2) New Business.
(3) Adjournment.
Any member of the public may attend

or file a written statement with the Com-
mittee either before or after the meet-
Ing. Any member of the public wishing
to make an oral statement must consult
with the Committee prior to the meeting.
Inquiries may be directed to Mr. A. M.
Rutkowskl, FCC, 1919 M St. NW. Wash-
ington, D.C. 20554-(202) 632-9797.

Dated: March 20, 1975.
FEDERAL CoMM NICATIONS

ComrssIos ,
[SEAL] VINCEN J. MULLIS,

Secretarj.
IPR Doc.75-1923 Piled 3-26-75;8:45 am]

FEDERAL COUNCIL ON T1lE AGING
TASK FORCE ON SERVICES TO THE

FRAIL ELDERLY
Meeting

The Federal Council on the Aging was
established by the 1973 amendments to
the Older Americans Act of 1965 (Pub.
L. 93-29), for the purpose of advising the
.President, the Secretary of Health, Edu-
cation, and Welfare, the Commissioner
on Aging, and the Congress on matters
relating to the special needs of older
.Americans.

Notice is hereby given, pursuant to
Pub. 1. 92-463 that the Council Task
Force on Services to the Frail Elderly
willhold a meeting on April 16, 1975. The
meeting will be in Room 4549 Donohoe
Building, 400 Sixth Street, SW., Wash-
ington, D.C. from 10 am. to 3 p.m.
Agenda: further development of issues
in services to the frail elderly; clarifica-
tion of the issues; elements of coordi-
nated responsibility of efforts in the area
of the problems of the frail elderly; as-
signment of community responsibility
in the study of questions on. the frail
-elderly; community linkages to be devel-
oped with other national bodies inter-
ested in this subject.This meeting open for public observa-
tion.

Further information on the Council
may be obtained from Cleonice Tavani,
Executive Director, Federal Council on
the Aging, Room 4022, Donohoe Build-
ing, 400 Sixth Street, SW, Washington,
D.C. 20201, telephone: (202) 245-0441.

Dated: March 20, 1975.
C LEoNicE TAvAxr,
Executive Director,

Federal Cpuni on the Aging.
[PF Doc.75-7950 Filed 3-26-75;8:45 am]

FEDERAL ENERGY
ADMINISTRATION

RETAIL DEALERS ADVISORY
COMMITTEE

Change in Meeting Date
This'notice Is given to advise of a

change in date of the meeting for the Re-
tal Dealers Advisory Committee. The
Committee will meet at 9 ax., Room
340a, 12th & Pennsylvania Avenue, NW,
Washington, D.C., Friday, April 11, 1975,
rather than Friday, March 28, 1975 as
previously announced. A notice of meet-
ing was published In the issue of March
14,1975 (40 FR 11936).

Issued at Washington, D.C., on March
24, 1975.

-OBERT E. MONTGOMERY, Jr,
General Counsel.

[FR Doc.75-8018 Filed 3-26-75;8:45 am]

TRANSFER PRICING REPORT
Exemption From Reporting for Certain

Crudes
The Federal Energy Administration

has received a request that sales and

purchases for Argentina and Australia
need not be reported on Schedule D of
FEA's Transfer Pricing Report (PMA-
F701-M-O). The request is based upon
the following provision in the Instruc-
tions for Schedule D:

A firm may request of tho Office of Genoral
Counsel of PEA, puzmumt to Subpart a of
Part 205 of 10 CM, that certain calc or
purchases need not bo reported on tho
grounds that the crudo oil iLs produced in
countrlos for which no commerclal volumsc
are exported to the United States, 1lrms
should, however, report such rales and pur-
chases unless the request Is granted,

PEA has determIned that no commer-
cial volumes of crude oil produced In
Argentina and Australia are exported to
the United States. FEA has also. deter-
mined that no commercial volumes of
crude oil produced in Iraq are exported
to the United States. Sales and purchases
for these countries, accordingly, need not
be reported on Schedule D of the Trans-
fer Pricing Report until such time as,
PEA determines that commercial vol-
umes are being exported to the United
States or otherwise determines that re-
porting shall be required.

Dated: March 24,1975.
ROBERT E. MONTGOMERY, Jr.,

General Counsel,
Federal Energy Administration,

[E Doc.75-7925 Flied 3-2G-75;8:45 am]

FEDERAL MARITIME COMMISSION
D.B. TURKISH CARGO LINES

Notice of Petition Filed
Notice Is hereby given that the fol-

lowing petition has been filed with the
Commission for approval pursuant to
section 14b of the Shipping Act, 1916, as
amended (75 Stat. 762, 46 US.C. 813a).

Interested parties may Inspect a copy
of the current contract form and of the
petition, reflecting the changes proposed
to be made in the language of said con-
tract, at the Washington office of the
Federal Maritime Commission, 1100 L
Street, NW., Room 10126 or at the Fleld
Offices located qt New York, N.Y., Nov
Orleans, Louisiana, San Francisco, Cali-
fornia and Old San Juan, Puerto Rico,
Comments with reference to the pro-
posed changes and the petition, includ-
ing a request for hearing, If desired, may
be submitted to the Secretary, Federal
Maritime Commission, 1100 L Street,
NW., Washington, D.C. 20573, on or be-
fore April 16, 1975. Any person desiring
a hearing on the proposed modification
of the contract form and/or the ap-
proved contract system shall provide a
clear and concise stvtement of the mat-
ters upon which they desire to adduce
evidence. An allegation of discrimination
or unfairness shall be accompanied by a
statement describing the discrimination
or unfairness with particularity If a vio-
lation of the Act or detriment to the com-
merce of the United States Is alleged, the
statement shall set forth with particu-
larity the acts and circumstances said to
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constitute such violation or detriment to
commerce.

A copy bf any such statement should
also be forwarded to the party filing the
petition, (as indicated hereinafter), and
the statement should indicate that this
has been done.

Notice of Modification of Dual Rate
Contract Filed by:
Mr. E. J. McAteer
Charrier, McAteer & Fettig
1776 K Street, NW.
Washington, D.C. 20006

The proposed modification revises
DM. Turkish Cargo idnes' Merchant's
Freight Contract to conform more closely
to the form of contract contained in the
Commission's General Order 19.

B y Order of the Federal Maritime
Commission.

Dated: March 24, 1975.

FRACIS C. HmURNE,
Secretary.

[FR Doc.75--8034 Filed 3-26-75;8:45 aml

CERTIFICATES OF FINANCIAL

RESPONSIBILITY (OIL POLLUTION)

Certificates Issued

Notice is hereby given that the follow-
ing vessel owners and/o -operators have
established evidence of financial respon-
sibility, with respect to the vessels indi-
cated, as required by section 311(p) (1)
of the Federal Water Pollution Control
Act, and have been issued Federal Mari-
time Commission certificates of Finan-
cial Responsibility (Oil Pollution) pur-
suant to Part 542 of Title 46 CFR.

CERzr-
CATE No. OwNa/OPEEATOa AND VEss Ls

01026..- Terkildsen & Olsen A/S: Okapi.
01069.-.. Oglebay Norton Co.: Thomas Wil-

son.
01426... -Kuwait Shipping Company

(S.A.Kc) : IBN Rushd.
01435--- Chapman and Wmlan Limited:

Federal Wear.
02146--- -Pittston Marine Transport Corpo-

ration: Westchester.
02198.-- Peninsular & Oriental Steam Nav-

igation Company: LNG Chal-
lenger.

02218.... Christian Haaland: Nyholt.
02319.... A/R SeIjan: Caloric.
02333..-. Diamond Shamrock Corporation:

DSC 553, DSC 554, STAR 516,
STAR 514, STAR 515, STAR 517.

02358__.. A/S Ganger Rolf-A/S Bonheur-
A/S Gorga-Den Norske Middel-
havslinje A/S-A/S Jelolinjen:
Sea Bure.

02858__.. Intermarlne Inc.: Ivory.
02949.... Valley Towing Service Inc.: Sin-

clair 7, Sinclair 9, Sinclair 16,
Sinclair 17:

02975_... Venture Shipping (Managers)
Limited: Belladona Venture.,

03137... The Cunard Steam.-Ship Company
Limited: Lucellum, Lucerna.

03357.-. Kirno Hill Corporation: Siman-
dou.

03474... Nippon SuLan K .K: Mineshima
Maru, Shikshma Mar, Kefko
Maru, Kashima Maru, Suzukaze
Maru, Sachikaze Marn, Suzuka
Maru, Shirane Main, Okuni
Marn.

NOTICES

cAE No. OW.M/Or,=.rfAa ANo VEs=
03597..-- Feicltas Rickmcr-Llnie xom-

mandltgeseilschat & Co.: So-
phie Rickmers, Paul Rfckmers.

037-16___- Midwest Towing Co. Inc.: Go-
pher State.

03879.--- Zapata Haynle Corporation: Earl
J. Conrad, Jr., Northumberland,
Landcastcr, John S. Dempster,
Jr, Mance Lassiter, IV. T. James,
Jr., John D. Delhi, J. Frank Jett,
Allen IV. Haynie, Amman G.
Dunton, Breton Sound, Oyster

* Bayou, Zapata Trinity Bay,
Sandy Point, Rachel Burton,
Carl Burton, Zapata Shell Key,
Zapata Timbedrlcr Bay, Zapata
Atchafalaya Bay, Bgarataria Bay,
Terrebone Bay, Vermillion Bay,
Tiger Point, Galveston Bay,
Grand Calllou, Cote Blanche
Bay, farsh Island, Raeoo=
Point, IV. J. Burton, Q. 0. Dunn,
Willard P. Lebceuf, Crochet 300,
ZMS-D-10, Crochet 250.

03971-. Korea Shipping Corporation: Kim
Hae.

04113..- Mon River Towing Inc.: MRBL-
88, MRBL-24, MfRT-1I0.

04240_--- Petroleo Brasilelro S.A,: Alagoas,
Amazonas, Amapa, Atalala.

04314_..- Jadranska Slobodna Plovidba:
Podgora.

04437.... Lebeouf Bros. Towing Co., Inc.:
Creole 1, Creole 2, Creole 3.

04488-.. Fukuju Kigyo Kabushlkl Katsha:
FuSuI Maru No. 11.

04489.... Otoshlro Gyogyo 1K.: Otoshiro
Maru No. 7, Otoshiro Mor No.
8.

04544--- Ar. Yosuke Kawaguchi: SEishu
Maru No. 18.

04673.... Antonio Menchaca, S..: Acuarto,
Geminis.

04803.- Brent Towing Company," Inc.:
B-731.

05347.. Loffland Brothers Company: Or-
ville L. Fisher, Gull Coast No. 2,
No. 9, No. 10, No. 11.

05401--- Tracor Marine, Inc.: F.V. Hunt,
H.J.W. Fay.

05577.... Far Eastern Shipping Company:
Viluyles.

05579-..- Black Sea Shipping Co.: Kapitan
Gcorgly Bagley, Kapitan Lev
Soloryev, Kapitan Alekseyev.

05631.... Ma.sbu Construction and En-
gineerng Co.: Manson No. 1.

05767.--- Neptune Orient Linea Limited:
Neptune Jade.

05773.--- Paducah Marine Ways Inc.: MV-
287.

06073.... Marine Drilling Co.: J Storm 1,
Stormdrill V, Cce Bee IS, Cee
Bce 16, Ce Bee 17, Cc. Bee 18,
Cec Be 19, Cee Bee 20, Cee Bee
21, Cec Bee 22, Vermilion Bay
Big 6, Big 8, J. Storm 111.

06114.-... Masahel Yamamoto: Seishumaru
No. 28.

06188... Idemitsu Tanker, K.M.: Akama
Maru, Miyata Maru, Tokuyama
Maru.

06248.. Commercial Corporation "Sony-
bflot": Kwadrant, Posls;, Lira.

06409-..- India Steamship Co. Ltd.: Indian
Prestige.

06806... Korea Marine Transport Co., Ltd.:
Korean Pearl.

06937... -- I Usufuku Honten: ShoJuku
-zaru No. 68.

06995... Novorossllsk Shipping Company:
Maikop.

07145.... Dal-Ho Industrial Co. Ltd.: Sun-
lght N1o. 26.

07151... Sea Containers Chartering Ltd.:
Dorli.
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CATE No. Own%'O!P1=ATroa AND VESss
07290.. Hollywood Terminals, Inc.: Debbie.
07307... Nagashikl Kisen IC.K.: Takushfo

07301.... Mr. Yasohaci Nakamura: Kaifa-
mara No. 55.

07527... Korea Line Corporation: Blue Bell.
07593.. Oleandrus Shipping Company

Ltd.: Hyacinth.
07951..- Addax Tanker Corporation: Arab-

fan Addax.
08071... Anglo Nordic Bulkships (M1anage-

ment) Ltd.: Nordic Leader,
Nordic Mariner.

08188... Caribbean M,1arine Service Com-
pny, Inc.: Gina Anne.

08457.. Louisiana Towboat Co, Inc.: Mr.
Paul.

03530... Prompt Shipping Corp. Ltd.:
- Caspian Career.

03885.. Onestar shipping company S.A.:
Onestar.

09021.. Daeyang Shipping Corp. Ltd.:
Enterprise Pioneer.

09207.... Oy enso-Chartering AB: Finnreel.
09358.... Zenith Dredge Company: Duluth,

Adele, Faith, No. 16,No. 17.
09385.... Leland Towing Corp.: Glenfa S,

Joey Kulbeth.
09395... Interoceangas Tankers Manage-

ment, S.A.: Galileo, Claude.
09403..... East & W-est Steamship CO.

(1961): Rustain.
09433... inode Gyogyo Mabushik1 Kai-

aba: Hinode Marts No. 53.
09450... Corinth Bay Shipping Company

Limited: Elmela.
09457.. Ajax Shipping Company Limited:

Ellumbb.
09545... Maytlde Line Co, Ltd.: Yue on.
09549... Poaldon Shipping Inc. Panama:

Aghfos Gerassimos.
09566-.. HoushIn Kalun K.: KoShin

MarU.
09582... Citation Carriers Inc.: Eastern

Oak.
09584-.. Dong Sung Marine Transport Co.,

Ltd.: Deng Moon, Dong M/oon
No. 3.

09621.- Gatz Bulk-Carrlers Belgium N..:
Martha.

09622. Man Cheung Yuen Services Lin-
lied: Everust.

09673.- Duval Corporation: Duval 1, Du-
vol 2, Duval 3.

09087.. Gladders Barge Line, Inc.: GWG
301, GWG 302, GWG 303, GWG-
304.

0991. Libra Maritiina S.A.: Shenandoah.
09696. Thomas & Williamson, Partner-

ship: CC-209.
09738... Efpalelon Compania Naviera S-..:

% Aegis Bravery.
09741.. New Spirit; Line S.A.: New Chat-

lenger. Nw Venture.
09765... Compania de Navegaclon Pal-

metta S.A.: Palmetta
09814.. Pesquera Chiriqui, S.A.: Chiriqui.
09816--- Multltank Badenia Tankreederei

Ahrenklel GUBH & Co. KG:
Multitank Badena.

09817-.. Multitank Rhenanl Tankreederei
Ahrenklel GABH & Co. KG.:.
MultitankE Rhenania.

09823-- Afretamentomarln SA Panama:
Betis.

09825. Evaworld Shipping Co., S.A.: Eva
Sun.

09848.. Armadores Mariverda, S.A.: Mari-
heron.

09854_- K/S BewaII: Sonfa Rewa.
09855-- X/S Bewa XE: Lita BeWa.
09850.. K/S Bewa VI: Betty Bea.
09857-- K/S Bewa XE: Alice Bewo, His

Bewa.
09860... K/S Bawa XV: Ha3lach Bew-r.
09862.-- X/S Bewa XV=: Wivi Bewa.
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cAs No.
09861..
09863_
09864_..
09865_-
09866..
09857.
09868_.
09869--
09870-

09882.._

09887..

09894--.
09904-.

09909--.

09910.

0991"/---

NOTICES

OWNER/O1'RATOR AND VESSELS
XIS Bewa I: Canny Bewa.
X/S Bewa XVIII: Sally Be=s.
X/S Bewa =: Nina Rewa
X/S Bewa XX: Karin Bewa.
X/S Bewa X II: Kirsten Bewa.
N/S Bewa XXV: Rlkke Bewa.
X/S _ewn XXVI: Mette Bewa.
NIS Bewa XVII: Anne Bewa.
Corco Transportation Co., Inc.:

Marine Hope.
Cyclops Drilling Compafiy: Spirit

of Webb.
Hyndae Enterprise Co., Ltd.:

Saloma.
Jaime Emilio Nunez: Emma.
Onesky Shipjing Company S.A.:

Onesky.
Alliance Carriers S.A.: Grand

Alliance.
Malucide nArmadora S.A.: Filiatra

Legacy.
Petroleum Products of Delaware,

-Inc.: BOD-I, Hus=ky 854.By the Commission.
FRANcIs C. HuRNrY,

Secretary.
i IPR Doc.75-8033 Piled 3-26-75;8:45 am]

FEDERAL POWER COMMISSION
[Docket Nos. E-9280, E-9281, E-9282, and

r-92831

ARIZONA PUBLIC SERVICE CO.
Order Accepting for Filing and Suspend-

Ing Proposed Monthly Billing Adjust-
ments Subject to Refund, and Granting

* Waiver of Notice Requirements
MARCH 21, 1975.

Arizona Public Service Company
(APS), on February 21, 1975, filed pro-
posed adjustments in its billing to Salt
River Agricultural Improvement and
Power District (SRP), Tucson Gas and
Electric Company (TGE) and Citizens
Utilities Company (CUC) .' The proposed
changes in monthly billing to each of the
three customers are based on the auto-
matic adjustment provisions in APS's
rates, which are currently under inves-
tigation under section 206 of the Federal
Power Act pursuant to our Order Issued
July 15, 1974, in Docket Nos. E-8621,
et al. The proposed billing adjustments
reflect a finalized ad valorem tax rate
for 1974, adjustments for the same period
covering a change in state income tax
rates, and operation and maintenance
expense adjustments.

APS states that the cumulative effect
of the rate filings, including some months
in which there were decreases, amounts
to an estimated semiannual increase of
$24,460 to TGE, and $24,188 to SRP over
July, 1974 rates, and an estimated annual
increase of $88,118 to CUC oyer Decem-
ber,' 1973 rates. -APS requests that the
notice requirements in Section 35.11 of
the Commission's Regulations be waived
for their filing to allow effective dates
as of the beginning of the respective bill-
ing months. APS states that the waiver
of the notice requirements is necessary-

SSee Appendix A, filed as part of the orig-
inal document, for rate schedule desig-
nations.

since It Is Impossible to anticipate an
escalation until sometime after the end
of the month involved, and also in order
to eliminate multiplicity of monthly fll-
ings. APS further states that It agrees
that the increases in charges resulting
from this rate change filing shall be sub-
Ject to refund pending final disposition
upon the conclusion of the hearing in
Docket Nos. E-8621, et al.

Notice of these rate filings was issued
on March 6, 1975, with protests and
petitions to intervene due on or before
March 2, 1975. Comments, If any, in re-
sponse to this notice will be treated by
separate order.

In our July 15,1974 order in Docket No.
F-8621, we rejected previous billing ad-
Justments filed by APS because of their
failure to meet the notice requirements
of the Commission's Regulations. How-
ever, we also provided that this action
was without prejudice to APS filing a
request that the rate change filings be
accepted as of their proposed effective
dates, subject to refund pending final
disposition upon the conclusion of a
hearing. Since APS has agreed in its
present filing that the proposed changes
shall be subject to refund pending the
final disposition of the proceedings in
Docket Nos. E-8621, et al., we believe
that it would be in the public interest to
grant APS's request for waiver of the
notice requirements of the Commission's
Regulations and to allow the proposed
changes to become effective as of the
beginning of. the respective billing
months, subject to refund pending final
disposition upon the conclusion of the
hearing in Docket Nos. E-8621, et al.

Meanwhile, in hearings convened in
Docket Nos. E-8621, et al., upon Staff
Counsel's motion proffered March 6,
1975, cross examination was postponed
by the Presiding Judge until April 3,
1975, pending completion of Informal
negotiations which include Docket Nos.
E-9280, et al.

Our review of the filing indicates that
the proposed rates may result in excess
revenues and that the proposed increases
have not been shown to be just and rea-
sonable and may be unjust, unreasonable,
unduly discriminatory or preferential
or otherwise unlawful. We shall therefore
set the matter for ifearing and require
that the proposed changes, which we
shall allow to become effective as herein-
above noted, be subject to refund pend-
ing final disposition upon the conclusion
of the heaxing in Docket Nos. F-8621,
et al.

The Commission ftlms. (1) Good cause
exists to grant waiver of the notice re-
quirements of the Commission's Regu-
lations with respect to APSs Febru-
ary 21, 1975 filings inDocketNes. E-9280,
et al.

(2) APS's.proposed monthly billing
adjustments filed on February 21, 1975,
should be accepted for filing, subject to
refund pending final Commission action
in Docket Nos. E-8621, et al.

(3) The disposition of this proceeding
should be expedited in accordance with
the procedure set forth below.

The Commission orders. (A) APS's re-
quest for waiver of the notice require-
ments of the Commission's regulations
Is hereby granted.

-(B) The proposed monthly billing ad-
justments, filed on February 21, 1975,
are accepted for filing subject to hearing
and refund pending final Commission
action in Docket Nos. E-8621, et al. The
proposed changes shall become effective
as of the beginning of the respective
billing months, as requested by APS.

(C) The procedural dates that have
already been established in Docket Nos.
E-8621, et a., shall apply to the changes
proposed in APS's February 21, 1975 rate
filings.

(D) The Commission Secretary shall
cause prompt publication of this order
In the FEDERnAL REGSMrR.

By the Commission.
[SEAL] M& i B. KIDD,

Acting Secretary.
IFR Doo.75--7927 Filed 3-26-75,8:45 am]

[Docket No. CP74-293]

INTERSTATE TRANSMISSION
ASSOCIATES (ARCTIC), ET AL

Supplement to Application
MAlcu 20, 1975,

Take notice thaat on February 20, 1975,
Interstate Transmission Associates
(Arctic) (ITAA), Pacific Interstato
Transmission Company (Pacific Inter-
state), 720 West Eighth Street, Los
Angeles, California 90017, and Northwest
Alaska CompanyI (Northwest Alaska),
315 East Second South, Salt Lake City,
Utah 84111, (hereinafter sometimes re-
ferred to collectively as Applicantz) filed
in Docket No. CP74-293, pursuant to
§ 1.11 of the Commission's rules of prac-
tice and procedure (18 CFR 1.11), a sup-
plement to their application filed In that
docket on May 14, 1974, for a permit
pursuant to Executive Order No. 10485 to
construct, operate and maintain certain
natural gas facilities in the vicinity of
the international boundary between the
United States and Canada near Kings-
gate, British Columbia, all as more fully
set forth in the supplement In this pro-
ceeding which is on file with the Com-
mission and open to public Inspection.

In conjunction with the application in
Docket No. CP74-293, Applicants filed on
May 14, 1974, a companion application In
Docket No. CP74-292, pursuant to Section
7(c) of the Natural Ga.s Act for a certifi-
cate of public convenience and nece sity
authorizing the construction and, opera-
tion of facilities to transport natural gas
in interstate commerce from a point near
Kingsgate through the states of Idaho,
Washington, and Oregon to the Nevada-
California border.

'Northwest Alaska and Northwest Energy
Company (Energy) flled on February 5, 1975,
a motion to substitute northwest Alaskm for
Energy in Docket Nos. 0P74-292 and CP74-
293, and, further, requested that cald
dockets be redezignated to reflect Northwert
Alaska as one of the party applicants effec-
tive as of the date of said motion.
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Applicants state that Northwest
Alaska, as a wholly-owned subsidiary of
Energy, has been designated by Energy
to participate In the forming of 1TAA
with Pacific Interstate and, as now con-
templated, Pacific Interstate and North-
west 'Alaska will form 1TAA as a gen-
eral partnership to be organized under
the laws of the state of Utah.
-By the Instant supplement, Applicants
request that Northwest Aaskik be sub-
stitutd forEnergy in the application and
submitted supplements to Exhibit A (Pro-
Forma Articles of Partnership), Exhibit
B (State Authorizations), Exhibit C
(Partnership Officials), and Exhibit D
(Subsidiaries and Affiliations) to con-
form the application to the aforemen-
tioned change.

Any person desiring to be heard or to
make a3iy protest with reference to said
supplement should on or before April 4,
1975, file with the Federal Power Com-
mission, WashingtronD.C. 20426, a peti-
tion to intervene or a protest in accord-
:nce with the requirements of the Com-
mission's rules of practice ind procedure
(18 CFR L8 or 1.10). All protests filed
with the Commisslonwill be considered
by it in determining the appropriate ac-
tion to betaken but will not-serve to make
the brotestants parties to the proceed-
ing. Any person wishing to become a
party to a proceeding or to participate as
a partk in any hearing therein must file
a petition to intervenein accordance with
the Commission's rules. Persons who
have heretofor6 filed protests, petitions
to intervene, or notices of intervention
In the instant docket or in the-consoli-
dated proceeding in Docket No. CP75-96,
et'al., need notfile again.

m E=ZEr F. PLUMB,
Secretary.

IFR Doc.75-7936 Filed 3-26-75;8-45 am]

[Docket No. E-82641

MAINE PUBUC SERVICE CO.
Compliance Filing

MAxcH 21, 1975.
Take notice that on March 7, 1975 the

Maine Public Service Company (MPSC)
tendered for filing a proposed fuel ad-
justment clause which is intended to
conforn -with Section 35.14 of the Com-
misslon's' regulations as amended by
Order No. 517. This latest filing is made
pursuant to a letter of the Secretary of
the Federal Power Commission, dated
February 3,1975. .As additional explana-
tion to the present filing, NPSC states
that because of the cash-flow burden
created by the thirteen-month lag in the
present fuel adjustment clause the pro-
posed clause isdesigned to apply a billing
factor each month based on the excess
cost of fuel in the previousmonth. MPSC
further states that a there were $316,269
of excess costs unbilled at December 31,
1974, it has also included a special adder
to recover such unbilled costs, at the ef-
fective date of the new fuel clause, over
the following twelve-month period.

MIPSC asks that inasmuch as this sub-
mission is a continuation of the' initial

ling under the above-referenced docket,
the formal filing requirements of § 35.13
of the Commission's regulations be
waived.

MPSC states that copies of this ing
have been sent to all jurisdictional whole-
sale customers and to the Mfalne Public
Utilities Commission.

Any person desiring to be heard or to
protest said filing should file a petition
to intervene or protest with the Federal
Power Comnlsslon, 825 North Capitol
Street NX., Washington, D.C. 20426, In
accordance with §§ 1.8 and 1.10 of the
Commission's rules of practice and pro-
cedure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before April 2, 1975. Protests will be con-
sidered by the Commission in determin-
Ing the appropriate action to be taken.
but will not serve to make protestants
parties to the proceeding. Any person
wishing to become a party must file a
petition to intervene. Copies of this filing
are on file with the Commission and are
available for public inspection.

KENsm; F. PLU1M,
Secretary.

[FR Doc.75-7929 Filed 3-26-75:8:45 am)

[Docket No. RP75-20 PGA 75-8)
MISSISSIPPI RIVER TRANSMISSION

CORP.
Proposed Change In Rates

Auacr 21, 1975.
Take notice that Mississippi River

Transmission Corporation (Mississippl)
on harch 10, 1975, tendered for filing
Twenty-Ninth Revised Sheet No. 3A to
its FPC Gas Tariff. First Revised Volume
No. 1 to become effective April 1, 1975.

lississippi states that the instant fil-
ing is being made pursuant to the pro-
visions of Mississippi's purchased gas cost
adjustment clause to Its tariff to reflect
rate change filings of Natural Gas Pipe-
line Company of America (Natural) and
Trunkline Gas Company (Trunkline)
and to reflect a change in Mississippi's
deferred cost adjustment. Natural's and
Trunkline's rate changes are proposed to
become effective April 1, 1075. Mississippi
also tendered Alternate Twenty-Ninth
Revised Sheet No. 3A to become effective
April 1, 1975. Milssissippi states that such
tariff sheet is. being submitted in order
to add the effect of the Natural and
Trunkline rate changes and the deferred
cost adjustment change to the rates con-
tained on Alternate Twenty-Eighth Re-
vised Sheet No. 3A which sheet was sub-
mitted in connection with ississippi's
motion to make rate change and tariff
sheets effective at Docket No. RP75-20.
Mfississippi states further that Alternate
Twenty-Ninth Revised -Sheet No. 3A:
should be made effective April 1, 1975 if
the Commission grants Misssppi's re-
quest that Alternati Twenty-Eighth Re-
vised Sheet No. 3A go into effect at Docket
No. RP75-20.

Any person desiring to be heard or to
protest said filing should file a petition
to intervene or protest with the Federal
Power Commission in accordance with

U§ 1.8 and 1.10 of the Commlssion's rules
of practice and procedure (18 CPR 1.8,
1.10). All suchpetitions or protests should
be filed on or before April 10, 1975. Pro-
tests will be considered by the Commis-
sion in determining the appropriate ac-
tion to be taken but will not serve to
make protestants parties to the proceed-
ing. Any person wishing to become a
party must file a petition to intervene
unless such petition has previously been
filed. Copies of the filing are on file with
the Commission and are available for
public inspection.

KENN- =. F. PLUzxs,
Secretary.

[FR Doc.75-7930 Filed 3-26-75;8:45 am]

[Dockot No. C175-5531

MOBIL OIL CORP.
Appliation

MnaEc 19, 1975.
Take notice that on March 10, 1975,

Mobil O11 Corporation (Applicant),
Three Greenway Plaza East, Houston,
Texas. 77046, filed in Docket No. CI75-
538 an application pursuant; to section
7(c) of the Natural Gas Act for a cer-
tificate of public convenience and neces-
sity authorizing the sale for resale and
delivery of natural gas in interstate
commerce to Trunkline Gas Company
(Trunkline) from specified properties in
the Grand Isle Block 95 Field, offshore
Louisiana, pursuant to the terms of a
contract between the parties dated
Mrch 4, 1975, all as more fully set forth
in the application, which is on file with
the Commission and open to public in-
spection.

Applicant proposes to sell and deliver
natural gas to Trunkline at Trunkline's
pipeline on Applicant's central produc .
tion platforms In the field, pursuant to
the subject agreement. Applicant pro-
poses to sell to Trunkline-an estimated
3,600,000 Mct of gas per month at 15.025
psia at the nationwide rate prescribed
in § 2.56a of the Commisslon's general
policy and interpretations (18 CFR
2.56a), although the contract price is
80.0 cents per Mcf.

Applicant states that it is advised that
Trunkline will be required to instal" ad-
ditional pipelines or other facilities re-
quiring certification to take delivery of
the subject gas and that Trunkline will
make the necessary filings with the Com-
mission.

Applicant states that the gas supply
from the Grand Isle Block 95 Field will
serve to alleviate the shortage on Trunk-
line's system In substantial respects and
that such additional supply can be on
line and producing during the 1975-1976
winter if regulatory determinations are
not unduly protracted. Applicant sug-
gests that such determinations be made
within two to three months to permit
adequate time for construction andrcom-
pletion of all required facilities.

According to the contract, Applicant
has specifically reserved. 25 percent of
all gas produced In the subject acreage
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for its own use. Applicant -states, how-
ever, that it will not exercise its right
at this time and that Trunkline has
agreed to purchase Applicant's reserved,
gas on a temporary basis under the sub-
ject gas sales agreement until such time
as Applicant exercises its right. Appli-
cant, therefore, requests that the Com-
mission provide in the certificate that
is to issue in the instant proceeding that
it will not be necessary for Applicant to
seek abandonment authorization for the
sales of its reserved gas If and when it
exercises its right to such reserved gas
and seeks implementation of transpor-
tation service for its reserved gas by
Trunkline to a point of use by Applicant.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before April 10,
1975, file with the Federal Power Com-
mission, Washington, D.C. 20426, a peti-
tion to intervene or a protest in accord-
ance with the requirements of the Com-
mission's rules of practice and procedure
(18 CPR 1.8 or 1.10). All protests filed
with the Commission will be considered
by it in determining the appropriate ac-
tion to be taken but will not serve to
make the protestants parties to the pro-
ceeding. Any person wishing to become
a party to a proceeding or to participate
as a party In any hearing therein must
file a petition to intervene in accordance
with the Commission's rules.

Take further notice that, pursuant to
the authority contained in and subject
to the jurisdiction conferred upon the
Federal Power Commission by sections 7
and 15 of the Natural Gas Act and the
Commission's rules of practice and proce-
dure, a hearing will be held without fur-
ther notice before the Commission on this
application if no petition to intervene is
filed within the time required herein, if
the Commission on Its own review of the
matter hnds that a grant of the certifi-
cate is required by the public conven-
ience and necessity. If a petition for leave
to intervene is timely filed, or if the Com-
mission on its own motion believes that
a formal hearing is required, further no-
tice of such hearing will be duly given.

Under the procedure herein provided
for, unless otherwise advised, it will be
unnecessary for Applicant to appear or
be represented at the hearing.

KENNETH F. PLUM,
Secretary.

[FR Doc.75-7931 iled 3-26-75;8:45 am]

[Docket No. RP71-125 PGA75-8]
NATURAL GAS PIPELINE COMPANY

OF AMERICA
PGA Filing To Track a Pipeline Supplier

Rate Increase
MARcH 20, 1975.

Take notice that on March 4, 1975,
Natural Gas Pipeline Company of
America (Natural) submitted for filing as
part of its FPC Gas Tariff, Third Revised
Volume No. 1, Twenty-first Revised Sheet
No. 5, and an alternate numbered tariff
sheet (Second Substitute Nineteenth Re-

vised Sheet No. 5), to be effective April 1,
1975.

Natural states the -filing was made
pursuant to the provisions of section 18,
Purchased Gas Cost Adjustment of the
general terms and conditions of its FPC
Gas Tariff, to track the increased cost of
gas purchased, effective April 1, 1975,
from Colorado Interstate Gas Company,
a pipeline supplier to Natural. Colorado's
filing was made on February 28, 1975 to
track the" effect on Colorado of the uni-
form national rate approved by the Com-
mission in Opinion No. 699 et seq.

Natural states that as notice of the
supplier filing was not received by Nat-
ural in time to permit it to meet the
45 day filing requirement of its PGA tariff
provision, it requests that that provision
be waived to permit Natural's PGA unit
adjustment to become effective April 1,
1975.

- In regards to the above mentioned
alternate numbered tariff sheet (Second
Substitute Nineteenth Revised Sheet No.
5) Natural requests that it be substituted
for the tariff sheet filed on a contingent
basis on February 25, 1975. This alter-
nate sheet is being submitted in order to
include the 0.430 unit adjustment filed for
herein to the rate levels previously filed
on that date to be effective April 1, 1975.
Natural recognizes that the substitution
of this alternate sheet is dependent on
the Commission's acceptance of the
conditions in its February 25, 1975 -re-
quest for approval to defer to April 1,
1975 the PGA unit adjustments previously
flldd to be effective February 5, and
March 1, 1975. Natural respectfully re-
quests waiver of the Commission'sregula-
tions to the extent necessary to permit
this substitution. There is no difference
between the currently effective rates on
the alternate tariff sheet and the twenty-
first Revised Sheet No. 5 also submitted.

Any person desiring to be heard or to
protest said application'should file a peti-
tion to intervene or protest with the Fed-
eral Power Commission, 825 North Capi-
tol Street, NE., Washington, D.C. 20426,
in accordance with §§ 1.8 and 1.10 of the
Commission's rules of practice and
procedure (18 CFR 1.8, 1.10). All such
petitions or protests should be filed on or
before April 8, 1975. Protests will be con-
sidered by the Commission in determin-
ing the appropriate action to be taken,
but will not serve to make protestants
parties to the proceeding. Any person
wishing to become a party must file a
petition to intervene. Copies of this ap-
plication are on file with the Commission
and are available for public inspection.

KENNETH F. PzUM,
Secretary.

[FR Doc.75-7932 Filed 3-26-75;8:45 am]

[Docket Np. E-9319]
NORTHERN STATES POWER CO.
Interconnection and Interchange

Agreement With United Power Association
MsacH 20, 1975.

Take notice that Northern States
Power Company, on March 12, 1975,
tendered for filing an interconnection

and interchange agreement, dated March
5, 1975, with United Power Association,

United Power Association, Rural 'Co-
operative Power Association, and North-
em Minnesota Power Association were
merged with United Power Association
the surviving organization. Northern
States states that the filed agreement In-
corporates the language and intercon-
nections provided for In the present In-
terconnection and Interchange Agree-
ments with Rural Cooperative Power As-
sociation and United Power Association,
and adds interconnections near Cor-
coran, Minnesota, and St. Cloud, Min-
nesota.

Any person desiring to be heard or to
protest said application should file a
petition to intervene or protest with the
Fedbral Power Commission, 825 North
Capitol Street NE., Washington, D.C.
20426, in accordance with §§ 1.8 and 1.10
of the Commission's rules of practice
and procedure (18 CFR 1.8, 1,10). All
such petitions and protests should b6
filed on or before April 2, 1975. Protests
will be considered by the Commission in
determining the appropriate action to
be taken, but will not serve to make pro-
testants parties to the proceeding. Any
person wishing to become a party must
file a petition to Intervene. Copies of this
application are on file with the Commls-
sion and are available for public inspec-
tion.

KENNETH F, PLUm,
Secretary.

[FR Doc.'75-7933 Flled 3-26-76,8:45 nm]

[Dockeot No. E-9324]
NORTHERN STATES POWER CO,

Initial Rate Filing
MAncn 21, 1975.

Take notice that on March 13, 1975,
Northern States Power Company (NSPC)
tendered for filing a Short Term Power
Agreement with the City of New Ulm,
Minnesota. NSPC states that The Agree-
ment provides that either party may
purchase power from the other for
periods of seven days or longer. NSPC
further states that the rates for such pur-
chases are the same as the rates con-
tained in NSPC's Rate Schedule FPC No,
275.3.

Any person desiring to be heard or to
protest said application should file a peti-
tion to intervene or protest with the
Federal Power Commission, 825 North
Capitol Street NE., Washington, D.C.
20426, In accordance with §§ 1.8 and 1.10
of the Commission's rules of practice
and procedure (18 CFR 1.8, 1.10). All
such petitions or protests should be filed
on or before April 4, 1975. Protests wil
be considered by the Commission in de-
termining the appropriate action to be
taken, but will not serve to make pro-
testants parties to the proceeding. Any
person wishing to become a party munt
file a petition to intervene, Copies of this
application are on file with the Commis-
sion and are available for public Inspec-tion. Ko.ENNETH F. PLUMs,

Secretarv.
[FR Doc.75-7034 iled 3-20-758:45 am]
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iDocket No. CP75-266]
PANHANDLE EASTERN PIPE LINE CO.

* _Application

- MARCH 21, 1975.
Take notice that on March 10, 1975,

Panhandle Eastern.Pipe Line Company
(Applicant) filed In Docket No. CP75-266
an application pursuant to section 7(c)
-of the Natural Gas Act for a certificate
of public convenience and necessity au-
thorizing Applicant to deliver to and ex-
change with Phillips Petroleum Company
(Phillips) certain volumes of natural gas,
all as more fully set forth in the applica-
tion which is on file with the Commis-
sion and open for public inspection.

Applicant seeks authorization- to ex-
change residue gas which Applicant pro-
poses to have delivered to Phillips proc-
essing plant located in Weld County,
Colorado. Pursuant to "certain gas pur-
chase and sales agreements Applicant
states it has acquired the right to pur-

- chase gas from nine wells located in Weld
County, Colorado. The application indi-
cates that five of these nine wells are oil
wells producing casinghead gas, and the
balance are gas wells. The application
states such wells a= located approxi-
mately eighteen miles from Applicant s
Colorado pipeline system, and the vol-
umes of gas afailable are such that it is
not now economically feasible to connect
these Wells to Applicant's existing facili-
ties. Applicant states it has been advised
by Phillips that the Phillips pipeline sys-
tem has sufficient capacity to accommo-
date the gas produced from the five oil
wells and that its plant has capacity to
process gas produced from all nine wells.

The application indicates that Appli-
cant and Phillips have entered into a gas
exchange agreement under the terms of
which Phillips will connect the five cas-
inghead gas producing wells to its low
pressure gathering system and will gath-
er, compress and process such gas. Ap-
plicant proposes to pay Phillips for this
service 8.5 cents per Mof plus a fuel vol-"
ume equal to 8 percent of the volume de-
livered to the plant. Applicant states the
thermal equivalent of the residue gas at-
tributable to the casinghead gas, up to
20,000 M f per day, will be redelivered by
Phillips to Applicantthrough existing in-
terconnecting facilities at Applicant's
Sneed, Texas, Compressor Station.

Any person desiring to be heard or to
make any protest with reference to said
application should on or before April 11,
1975, file with the Federal PoWer Com-
mission, Washington, D.C. 20426, a peti-
tion to intervene or a protest in accord-
ance -with the requirements of the Com-
mission's rules of practice and procedure
(18 CFI. 1.8 or 1.10) and the regulations
under the Natural Gas Act (18 OFR
157.10). All protests filed with the Com-

- mission will be considered by it in deter-
mining the appropriate action to be
taken but will not serveto make the pro-
testants parties to the proceeding. Any
person wishing to become a party to a
hearing or to participate as a party in
any hearing therein must file a petition
to intervene in accordance with the Com-
mission's rules.

Take further notice that, pursuant to
the authority contained In and subject to
the Jurisdiction conferred upon the Fed-
eral Power Commission by sections 7 and
15 of the Natural Gas Act and the Com-
mission's rules of practice and procedure,
a hearing will be held without further
notice before the Commission on this ap-
plication If no petition to intervene Is
filed within the time required herein, if
the CommisIIon on Its own review of the
matter finds that a grant of the certifi-
cate is required by the public convenience
and necessity. If a petition for leave to
intervene is timely filed, or if the Com-
mission on its own motion believes that
a formal hearing is required, further no-
tice of such hearing will bQ duly given.

KrMUTEH P. PLVmi,
Secretary.

[PR Doc.75-7935 Filed 3-2C-75.8:45 aml

[Docket No. E-02901
PUBUC SERVICE COMPANY OF

NEVI HAMPSHIRE
Revision of Wholesale Rates

8.94 percent. Public Service requests that
the increase be allowed to become effec-
tive on April 12, 1975.

Public Service ates that the proposed
rates are unchanged In basic structure
and design from the rates presently in
effect. The proposed rates;-cording to
Public Service, involve the following
chatiges in the present level of charges
and present fuel adjustment clause:

1. An increase in the demand charge
from $2.95 to $3.22 per kilovolt-ampere
of billing demand;

2. An increase in the energy charge of
0.73 to 0.91 cents per kilowatt hour;

3. A revision of the fuel adjustment
clause to conform iwith § 35.14 of the
Commisslion's regulations under the Fed-
eral Power Act as effective January 1,
1975; and

4. An Increase in the minimum charge.
Public Service states that the presently
effective minimum charge is equal to the
billing demand charge but not less than
$200. Public Service states that the pro-
pozed minimum charge is equal to the
billing demand but not less than $300.
Public Service states that this increase in

-4-4 -n ,- 1, .4 +- +16

M,-., CH 21, 1975. charge up to the level presentlr appli-
Take notice that by letter dated cable to the Company's industrial cus-

March 12, 1975, Public Service Company tomers served under retail rates and that
of New Hampshire (Public Service) re- no resale customers would be affected by
tendered for filing increased rates pre- the change in the minimum charge.
viously filed on February 26, 1975, to all Any persons desiring to be heard or to
of its firm wholesale for resale custom- make any protest with reference to said
ers: the Towns of Ashland and Wolfe- filing should, on or before April 8, 1975.
boro, New Hampshire; the New Hampton file with the Pedefal Power Commission,
(New Hampshire) Village Precinct; Washington, D.C. 20002, petitions to in-
Exeter & Hampton Electric Company; tervene or protests in accordance with
Concord Electric Company; and New the requirements of the Commission's
Hampshire Electric Cooperative, Inc. rules of practice and procedure (18 C.FR.

Public Service states that Its filing Is 1.8'or 1.10). All protests filed with the
based on a 1973 cost of service study, and Commission will be considered by it in
Public Service states that it Is presently determining the appropriate action to be
unable to develop a cost of service study taken but will not s&ve to make the pro-
for a test period consisting of split cal- testants parties to the proceeding. Per-
endar years without considerable delay, sons wishing to participate as a party in
primarily because entries to its plant any bearing therein must file petitions to
accounts other than major Items are not intervene In accordance with the Con-
distributed to function until the end of a misslon's rules. The documents filed by
calendar year. Public Service states that Public Service Company of New Hamp-
the Secretary, by letter dated March 5, shire are on file with the Commisslon and
1975, rejected Public Service's Febru- available for public Inspection
ary 26, 1975, filing as based on the most
recent available calendar year data Kzmrsrs. Frua,
rather than on the most recent 12 con- Secretary.
secutive months of available data and as I R Doc.75-7937 Filed 3-26-75;8:45 aml
lacking a request for waiver. Public Serv-
ice states that the calendar year 1973 [Project No. 796; Docket No. E-93051
data are the most recent available 12 con-
secutive months of cost of service data. SALT RIVER PIMA.MARICOPA INDIAN
Public Service asks for waiver of § 35.13 COMMUNITY v. CITY OF PHOENIX, ARIo
(b) (4) (LI). " ZONA

Public Service asks that Its Febru- Petition To Intervene and for Declaratory
4ry 26, 1975, filing be treated as Incor- Order and Complaint
porated by reference. There, Public Serv-
ice states that, Jmased on a 1973 test Man 20, 1975.
period, the proposed rates involve an in- Public notice is hereby given that a
crease of $992,840, or 8.61 percent above filing captioned petition to intervene and
presently effective rates. Public Service petition for a declaratory order or in the
states that the proposed rates represent alternative, a complaint was filed on
the first step of a two step .increase to February 3, 1975, bytheSaltRiverPima-
bring its wholesale rates to the affected Maricopa Indian Community (Petition-
customers up to a compensatory level. er) in Project No. 796 licensed by the

e uCity of Phoenix, Arizona. (Correspond-
According to Public Service the proposed qnce to: Mr. Philip J. Shea, 114 W
rates would produce an overall return of. Adams, Suite 310, Phoenix, Arizona
7.706 percent and a return on equity of 85003).
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The petition to intervene claims that
the Commission did not have jurisdiction
to issue a license covering the transmis-
sion line from the power distribution
system of the Salt River Valley Water
Users Association at Granite Reef Diver-
sion Dam to the Fort McDowell Reserva-
tion because the line is a minor part of
a project distribution system. The line,
which is 7.76 miles in length, goes from
the eastern boundary of petitioners res-
ervation to the northern boundary. They
ask that the Commission declare that it
does not have jurisdiction and that the
license be cancelled.

In its complaint the petitioner alleges
that the City of Phoenix conveyed the
licensed right-of-way and power trans-
mission line to the Salt River Project
Agriculture'Improvement District (suc-
cessor to Salt Water River Valley Water
Users Association) on May 1, 1953 with-
out the consent of the Commission. Peti-
tioner further alleges that the Licensee
is in violation of the license in that it
suffered the District to increase the
power capacity of the line to 69 kilo-
volts without Commission approval. It is
also alleged that the line was "enlarged
without Commission approval by adding
a new leg which runs from a point near
the intersection of the original line and
the north boundary of the reservation
and then westerly along a line parallel to
the north boundary for about 2 miles.

The relief requested hi the complaint
is that the Commission issue a show
cause order as to why action should not
be Initiated for cancellation of the li-
cense.

Any person desiring to be heard or to
make protest with reference to said ap-
plication should on or before April 28,
1975, file With the Federal Power Com-
mission, Washington, D.C. 20426, peti-
tions to intervene or protests in accord-
ance with the requirements of the Com-
mission's rules of practice and proce-
dure (18 CFR 1.8 or 1.10). All protests
filed with the Commission will be con-
sidered by It in determining the appro-
priate action to be taken but will not
serve to make the protestants parties to
a proceeding. Persons wishing to become
parties to a proceeding or to participate
as a party in any hearing'therein must
file petitions to intervene in accordance
with the Commission's rules. The appli-
cation is on file with the Commission and
available for public inspection.

KENNEr F. PLUMr,
Secretary.

[FR Doc.75-7928 Filed 3-26-75;8:45 am]

[Docket No. E-88231
SOUTH CAROLINA ELECTRIC & GAS CO.

Settlement Agreement
MARcH 21, 1975.

Take notice that on March 5, 1975,
South Carolina Electric & Gas Company
(SCE&G) tendered for fling an unex-
ecuted Settlement Agreement (Settle-
ment) agreed to by SCE&G and the De-
partment of Public Utilities of the City

of Orangeburg, South Carolina, and the
Saluda Electric Cooperative, Inc., Berke-
ley -Electric Cooperative, and Palmetto
Electric Cooperative, Inc., all of the in-
tervenors in the above-captioned.case.

SCE&G states that approval of the
Settlement will effectuate the following
principal changes in SCE&G's rates:

(1) The demand charge will be $630.00
for the first 200 kw of billing demand
and-$3.15 for all additional kw of billing
demand;

(2) The energy charge shall be
$0.01046 for all kwh;

(3) The fuel clause attached to the
Settlement will become the operative
fuel clause.

SCE&G states that the Settlement fuel
clause is designed to conform to the re-
quirements of Section 35.14 of the Com-
mission's regulations, as amended by
Order No. 517.

SCE&G requests an effective date f
August 4, 1974 and states that it will
make appropriate refunds for the period
from and after August 4, 1974. SCE&G
finally states that as part of the Settle-
ment, the intervenors have agreed to
withdraw their interventions in this pro-
ceeding.

Any person desiring to be heard or to
protest said filing should file a petition
to intervene or protest with the Federal
Power Commission, 825 North Capitol
Street, NE., Washington, D.C. 20426, in
accordance with §§ 1.8 and 1.10 of the
Commission's rules of practice and pro-
cedure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or
before April 22, 1975. Protests will be
considered by the Commission in deter-
mining the appropriate action to be
taken, but will not serve to make pro-
testants parties to the proceeding. Any
person wishing to become a party must
file a petition to intervene. Copies of this
filing are on file with the Commission
and are available for public inspection.

KENNETH F. PLUMTB,
Secretary.

[FR Doc.75-7939 Filed 3-26-75;8:45 am]

[Docket Nos. C174-734, C174-749, C175-22,

CI75-24, CP75-82, CP70-224]

SUPERIOR OIL CO., ET AL.
Order Providing for Hearing, Setting Pro.

cedures, Consolidating Proceedings, and
Granting Rehearing

MARcH 20, 1975.
By order isslied January 17, 1975, the

Commission granted certificates of pub-
lic convenience and necessity to The Su-

"perior Oil Company (Superior), Placid
'Oil Company (Placid), Kewanee Oil
Company (Kewanee), and Ashland Oil
Company (Ashland) in Docket Nos.
CI74-734, CI74-749, C175-22, and C175-
24, respectively, to sell natural gas to
Michigan Wisconsin Pipe Line Company
(Mich Wis) in Block 182, Vermilion Area,
Federal Domain Offshore Louisiana. In
the same order Mich Wis wma granted a
certificate of public convenience. 'and

-necessity to construct and operate

$944,980 worth of facilities to attach the
entire production of such offshore gas
from Block 182. In addition, the Com-
mission amended Sea Robin Pipe Com-
pany's (See Robin) certificate of publio
convenience and necessity In Docket No.
CP70-224 by authorizing the use of an
additional delivery point on its system to
effect an exchange of gas with Columbia
Gas Transmission Corporation (Colum-
bia), delivery of the volumes of gas
supplied to Sea Robin by Mich Wis from
Block 182 to a point on Sea Robin's sys-
tem in Block 181, East Cameron Area,

By letter order dated December 20,
1974, temporary certificates were granted
to each Applicant, Mich WIs, Sea Robin,
Ashland, KewanEe, and Superior ac-
cepted their temporary certificates on
December 20, 1974, January 2, 1075,
January 6, 1975, January 10, 1975, and
January 20, 1975, respectively.

Applications for rehearing have been
filed by Superior, Placid, and Ashland'
on February 18, 1175, in which these Ap-
plicants seek modificatlon of the Com-
mission order of January 17, 1975, In
their respective dockets. These Appli-
cants object to the condition Imposed by
the Commission In ordering paragraph
(J) upon their gas sales certlicates,
Said condition reads:

(J) The certificates issued In paragraph
(A) above authorize the sale of warranted
volumes of natural gas as specifically stated
herein and in the epplicablo contracta. The
applicants in these proceedings may not ro-
duce said volumes by. use of the reseorve re-
determination clauses of said contract.
Should any applicant desire to reduce the
warranted volumes, it must file for Com-
mission authorization pursuant to section
7(b) of the Natural Gas Act.

Superior, Placid and Ashland assert that
the imposition of the warranty qualifi-
cation in paragraph (J) serves to abro-
gate the Commitment of Gas Terms of
their gas sale contracts. Superior fur-
ther states that deletion of the warranty
requirement from the Commission's cer-
tificate should allow the parties to re-
evaluate and adjust the volumetric ceil-
ings themselves, as per their contracts,
without need for Commission author-
ization under section 7(b),

Superior and Ashland contend In their
applications for rehearing that their gas
sales contracts specifically state, "seller
shall have the right, but not the obliga-
tion, to commit * * " the following vol-
umes to Mich Wis:
Producer: I Voumc (tltousand eubia feet)

Superior ----------------- 5, 370, 000
Placid ------------------- 3, 112,000
Kewanee ----------------- 1,800,000
Ashland ----------------- ,0, 000
'These are the volumes of maximum dedl-

cation each producer Is obllated to deliver
unddr the gas sales contract to Mlch Wis. As
mentioned above Kowaneo has filed no ap-
plication for rehearing, and Placid does not
join In the specific contentions of Superior
and Ashland in its application for rehearing.

Therefore, iach contract commits up
to, but not in excess of, these quantities

'Kewanee has filed no application for re-
hearing of said order.
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of reserves found in the specified reser-
voirs. The contracts provide that the
contract term will be 20 years or until
the stated quantity is delivered, which-
ever occurs-first. In addition, no contract
permits the seller to reserve any of the
dedicated-gas, except for gas required for
operational needs by each producer. Daily
contract quantity for each producer is
1,000 Mcf for each 3.65 million Mef of
established reserves for the first 5 years
of delivery and 1,000 Mcf for each 7.3
million Mcf of established reserves there-
after. (

A further provision in each of the
contracts permits redeterminations of
reserve levels to be made once a year.
Where these redeterminations show the
reservoirs to have originally contained
less gas than previously thought, the
volumetric ceiling in the appropriate
contracts will be lowgred accordingly. In
no instance will the ceilings be raised
from those initially fixed in the cbn-
tracts. Where a redetermination in fact
shows the volume of a producer's re-
serves to be less than last previously.
determined, said producer has the con-
tractual right, butnot the obligation, to
commit additional reserves from other
locations so as to enable Mich Wis to
obtain an overall volume of gas approxi-
mately equal to the volume last previous-
ly determined. .

We declined to permit the gas sales
contracts to go into effect as written be-
cause we were concerned that

(1) The producers may withhold
greater volumes than necessary to meet
their "operational demands", or that (2)
the redetermination provision may al-
low buyer and seller to jointly approve-
a lowered determination without oppor-
tunity for scrutiny, the effect of either or
both of which may be--o (a) lessen the
utility, and'thus inflate the cost over
time, of the 2.6 miles of connecting pipe-
line, and/or (b) deprive the interstate
market of badly needed gas supplies.

Our objective was to assure a dedi-
cated supply of natural gas to the inter-
state market from offshore Louisiana by
the imposition of the warranty qualifica-
tion. We shall grant rehearing, however,
to allow Placid, Superior and Ashland
to demonstrate that the public" interest Is,
better served by allowing these contrac-
tual provisions to take effect. A further
related issue in the hearing hereafter
ordered Is whether the upper ceiling Vol-
umetric limits proposed in Articles IV
and V of the contracts are, required by
public convenience and necessity.

Notices of applications have been pub-
lished in the FEDERAL REasTES , and peti-
tions to intervene have been filed' by
Columbia, Sea Robin and Southern Nat-
ural in Docket No: CP75-82. By the order
issued on January 17, 1975, in this prb-
ceeding the petitions to intervene were
granted by the Commission.

The Commission finds. The applica-
tions for rehearing by Placid, Superior
and Ashland in this proceeding may be
in the public interest. I

The Commission orders. (A) Pursuant
to the authority of the Natural Gas Act,
particularly sections 7 and 15 thereof,

the Commission's rules of practice and
procedure, and the Regulations under the
Natural Gas Act (18 CFR Chapter 1),
a public hearing shall be held commenc-
ing May 13, 1975, at 10 am. (edt) in a
hearing room of the Federal Power Com-
mission, 825 North Capitol Street, NE.,
Washington, D.C. 20426, concerning the
applications listed at the head of this.
order.

(B) On or before April 24, 1975, Ap-
plicants and all persons in support of
the applications shall each file their pre-
pared testimony and exhibits comprising
their case-in-chief upon all parties to
this proceeding, the Office of Administra-
ttie Law Judges and Commission staff.

(C) The Presiding Administrative Law
Judge designated by the Chief Adminis-
trative Law Judge for that purpose [see
Delegation of Authority, 18 CFR 3.5(d) 3
shall prescribe such further procedures
as may be warranted in consideration of
matters involved in this proceeding.

(D) The applications for rehearing
"filed by Superior, Placid. and Ashland
are granted by the Commission for pur-
poses of further hearing. -

(E) The proceedings in Docket Nos.
C174-734, CI74-749, CI75-22, C175-24,
CP75-82 and CP70-224 are hereby con-
solidated for hearing and decision, and
will be designated as Superior Oil Co.,
et al., Docket No. C174-734, et al.

By the Commission.
[SEAL] KEWrETH F. PLIB,

Secretar..
[FR Doc.75-7940 Filed 3-26-75.8:45 am]

[Docket No. RP75-191
TEXAS GAS TRANSMISSION CORP.

Conference
M&AcH 21, 1975.

Take notice that on-Tuesday, April 15,
1975 a conference of all interested per-
sons in the above-referenced docket will
be convened at 10 a.m. in Room No. 5200
at the offices of the Federal Power Com-
mission, 825 North Capitol Street, NE.,
Washington, D.C. 20426.

The conference will be held pursuant to
§ 1.18 (Conferences, Offers of Settle-
ment) of the Commission's rules of prac-
tice and procedure (18 CPA 1.18). Cus-
tomers and other interested persons will
be permitted to attend, but if such per-
sons have not previously been permitted
to intervene by order of the Commission.
such attendance, at the conference will
not be deemed to authorize such inter-
vention as a party in the proceedings.

In accordance with the provisions of
§ 1.18 of the rules, all parties will be ex-
pected to come fully prepared to discuss
the merits of all issues concerning the
lawfulness of Texas Gas Transmission
Corporation's proposed tariff changes,
any procedural matters preparatory to
a full evidentiary hearing, or to make
commitments with respect to such is-
sues and any offers of settlement or stip-
ulations discussed at the conference.
Failure to attend the conference shall
constitute a waiver of all objections to

stipulations and agreements reached by
the parties in attendance at the confer-
ence.

KuEmI u F. PL=M,
Secretary.

IFR Doe.75-7941 iled 3-26-75;8:45 am]

(Docket No. F-9317]

VERMONT ELECTRIC POWER COMPANY,
INC.

Proposed Cancellation of Electric Contract
MARcH 20, 1975.

Take notice that on March 10, 1975,
Vermont Electric Power Company, Inc.
(Velco) tendered for filing a notice of
termination for Velco's FPC Rate Sched-
ule No. 154, Supplement No. 6 and FPC
Rate Schedule No. 155, Supplement No.
6. These schedules are the contracts be-
tween the Village of Northfleld, Vermont
and Velco. Velco states that the reason
for termination is Northfleld's failure to
pay its bill.

Copies of the filing have been sent to
the appropriate state agency and to
Northfleld. The prdposed date of termi-
nation is April 6,1975.

Any person desiring to be heard or to
protest said filing should file a petition
to intervene or protest with the Federal
Power Commission, 825 North Capitol
Street NE., Washington, D.C. 20426, in
accordance with §§ 1.8 and 1.10 of the
Commission's rules of practice and pro-
cedure (18 CFR 1.8, 1.10). All such peti-
tions or protests should be filed on or be-
fore April 4, 1975. Protests will be con-
sidered by the Commission in determin-
ing the appropriate action to be taken;
but will not serve to make protestants
parties to the proceeding. Any person
wishing to become a party must file a
petition to intervene. Copies of this fl-
ing are on file with the Commission and
are available for public Inspection.

Secretary.
IFR Doc.75-7942 Piled 3-26-75;8:45 am]

[Docket No. E-9317]

VERMONT ELECTRIC POWER CO., INC.
Termination

Mhncu 21, 1975.
Take notice that on March 10, 1975,

Vermont Electric Power Company, Inc.
(Velco) tendered for filing in the above-
captioied docket a notice of termination

**of PPC Rate Schedule No. 154, Supple-
ment No. 6, and FPO Rate Schedule No.
155, Supplement No. 6.

Velco states that the Village of North-
field has failed to pay its bill for Ver-
mont Yankee power for service rendered
since April, 1974. Velco states that it has
given the Village of Northfleld ample
notice of the seriousness of its failure to
pay Its bills and has given notice of Its
intention to terminate service if the bills
are not paid. The March 10, 1975, filing
finally states that subsequent to the
preparation ol the fming Velco was ad-
vised orally that Northfleld was mailing
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a letter to Velco assuring prompt pay-
ment. Velco states if proper payment Is
received on or before April 6, 1975, It
will not terminate service and will with-
draw its March 10, 1975 filing.

Any person desiring to be heard or to
protest said filing Should file a petition
to intervene or protest with the Federal
Power Commission, 825 North Capitol
Street, NE., 'Washington, D.C. 20426, In
accordance with §§ 1.8 and 1.10 of the
Commission's rules of practice and pro-
cedure (18 CFR 1.8, 1.10). All such pe-
titions or protests should be filed on or
before April 15,1975. Protests will be con-
sidered by the Commission in determin-
ing the appropriate action to be taken,
but will not serve to make protestants
parties to the proceeding. Any person
wishing to become a party must file a
petition to Intervene. Copies of this fl-
Ing are on file with the Commission and
are available for public inspection.

KENINETH F. PLUMB,
Secretary.

[FRI Doc.75-7943 Filed 3-26-75;8:45 am]

[Docket No. CP7-83-2]

WESTERN LNG TERMINAL CO.
Supplement to Application

MAIcH 21, 1975.
Take notice that on March 3, 1975

Western LNG Terminal Company (Ap-,
plicant), 720 West Eighth Street, Los
Angeles, California 90017, filed pursuant
to section 1.11 of the Commission's rules
of practice and procedure (18 CFR. 1.11)
and the Commission's order issued De-
cember 23, 1974, In Docket No. CP75-93
(52 FPC .... ), its Los Angeles Harbor
supplement to its application filed In
Docket No. CP75-83 on September 17,
1974,1 for a conditioned certificate of
public convenience and necessity pursu-
ant to section 7(c) of the Natural Gas
Act authorizing the construction and
operation of facilities at three proposed
locations in southern California, namely,
Los Angeles Harbor, Oxnard, and Point
Conception, to received, unload, store,
and vaporize liquefied natural gas (LNG)
and authorizing the construction of pipe-
line facilities for the transportation of
such vaporized MNG in Interstate com-
merce, all as more fully set forth n the
supplement which Is on file with the
Commission and open to public
Inspection.

The application of September 17, 1974,
describes Applicant's terminal company
concept, its advantages, and the re-
quired facilities. Applicant therein states
that it would perform a service only,
would not own any of the LNG or reva-
porized gas, and would not be in the busi-
ness of selling such gas for resale
purposes. Applicant would, however, en-
gage In the transportation of natural gas
In interstate commerce, it States. Fur-
ther, In the application of September 17,
1974, Applicant states that it would make

2 The application -was noticed In the F)-
=AL REGmrsRv on October 9, 1974 (39 FR

36387).

supplemental filings at the time agree-
ments were entered into to provide ter-
minal services and that the supplemental
filings would set out the specific facilities
required, cost estimates, tariff, financing,
and other pertinent data.

Applicant, in the instant supplement,
states that on September 18, 1974, it
signed a letter agreement with Pacific
Alaska'LNG Company (Pacific Alaska)
to provide terminal services for the lat-
ter's South Alaska LNG project.

On November 11, 1974, Pacific Alaska
filed in Docket No. CP75-140 an applica-
tion for a certificate of public conven-
ience and necessity authorizing its proj-
ect and showing that the South Alaska
LNG project proposes to use Applicant's
terminaling services. Pacific Alaska's
application proposes a two-phase project.
Phase I is to encompass facilities to liq-
uefy, transport and sell 200,000 Mef of
natural gas per day and Phase 31 Is to
encompass the additional facilities for
a second increment of 200,000 Mcf per
day, for a total of 400,000 Mcf per day.

The order of December 23, 1974,
granted Interventions and established
certain procedures to follow In carrying
out Commission responsibilities in con-
nection with Applicant's project. While
mostly agreeing with the procedures sug-
gested by Applicant, the Commission re-
jected Applicant's conditioned certifi-
cate request and indicated that it would
not have sufficient record evidence at the
completion of contemplated hearings, no
matter how extensively such certificates
might be conditioned. The Commission
indicated, however, that it could proceed
to examine Issues of site location and
safety, including an evaluation of the
most environmentally advantageous lo-
cations for the three sites and issue a
preliminary opinion on these limited is-
sues after hearing, initial decision, and
briefs.

Applicant states that on February 26,
1975, it entered into a definitive agree-
ment to provide terminal service to Pa-
cific Alaska at its proposed Los Angeles
terminal site located in Los Angeles Har-
bor. Applicant further states that this
agreement provides that Applicant will
receive, unload, store, and vaporize in
Phase I up to an annual agreed quantity
of 74,018,000,000,000 Btu of liquefied
natural gas, and in Phase II an addi-
tional annual agreed quantity of 74,891,-
000,000,000 I~tu, and redeliver during
each contract year the resulting volumes
requested and designated by Pacific
Alaska to Southern California Gas
Company at a delivery point In Los
-Angeles, California.

Applicant requests authorization to
construct and operate facilities in two
phases at the Los Angeles Harbor site to
receive, unload, store, and vaporize lique-
fied natural gas for Pacific Alaska at an
average rate in Phase I of 200,000 Mcf
per day and at an average rate of 400,-
000 Mcf per day in Phase ir, and to con-
struct pipeline facilities for and the
transportation of the vaporized LNG
from the Los Angeles Harbor site to the
Los Angeles delivery point. Applicant
states that its Los Angeles Harbor facili-

ties will be located on a 94-adre site on
the south side of Terminal Island and
that the Los Angeles Harbor Department
(Harbor Department) will provide a
level site and build the ship-berthing fa-
cilities for the plant on city-owned land.
These facilities will be leased to Appli-
cant, it is stated, and Harbor Department
will also dredge a channel and turnilg
basin in the outer harbor to provide LUG
ship access to the facilities. Applicant
proposes to construct and operate, In
two phases, facilities designed to receive
LNG transported by ship, unload and
transfer It into insulated storage tanlk,
and withdraw and vaporize It for deliv-
ery into gas transmission systems. Appll-
cant states that the Phase I facilities will
be capable of handling up to 200,000
Mcf of natural gas per day, with a peah-
ng capacity of an additional 200,000

M~cf daily, and proposes, in addition, in
Phase I to construct and operate a pipe-
line from the Los Angeles Harbor LNG
terminal to existing transmission facili-
ties in southern California. In Phase I-,
Applicant proposes to construct and op-
erate the additional facilities consisting
of four submerged-combustion gas-fired
vaporizers with a peaking capacity of
400,000 Mlcf per day. Applicant indicates
that, upon completion of Phase , the
facilities will have an average capacity of
400,000 Mcf of gas per day and a pealing
capacity of 800,000 Mcf daily.

Specifically, Applicant proposes to con-
struct and operate in Phase I marine fit-
cilities to accommodate and unload an
LNG ship of up to 165,000 cubic meters
capacity.

'Applicant also proposes to construct
and operate in Phase I the following:

(1) An LNG transfer system which will
carry the LNG from the shipi to the sntora o
tanks. This system, Applicant states, will
consist of one 36-inch diameter Insulated
cryogenic line and one 16-Inch vapor-return
line.

(2) Two tanks of 650,000 barrels each
which will be required at the site to handle
the Pacific Alaska volumes. Each t3nk will
have the following approximato dimensions:
Dlameter-240 feet; shell height-80 feet:
overall height-129 foet.

(3) A vaporization plant which will con-
nist of vaporizers, an odorizing and motering
system, and required periphoral equipment,
It will be situated adjacent to the LMG
storage tanks.

(4) One 8-foot diameter seawater pipe-
line-which will be constructed between tho
inner harbor and the LNG plant to deliver
about 87,000 gallom per minute of harbor
seawater for base load vaporization,

(5) 3.4 miles of 48-inch pipeline which
will be used to trar-port gas from the Los
Angeles Harbor 1MG terminal. This line will
tie into the existing gas transmicion system
of Southern California Gas Company.

Applicant states that for Phase XI,
four submerged-combustion gas-fired
vaporizers will be constructed to provide
additional capacity for vaporization at
peak rates up to 800,000 Mcf per day.

The supplement indicates the total
cost for the Phase I facilities is estimated
to be $156,654,000 and the total capital
cost for the Phasa IX facilities Is esti-
mated to be $7,970,000. Applicant pres-
ently proposes the issuance of first mort-
gage bonds by private sale and the sale
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of common stock to Pacific Lighting Cor- ceeding. Persons wishing to become par-
poration, its parent. Anticipated interim ties to the proceeding or to participate
flnancing.for capital improvements dur- as a party in any hearing therein must
ing the construction peribd will be pro- file petitions to Intervene In accordance
vided by (1) construction loans from with the Commission's rules. The appll-
banks and from others, (2) open ac- cation is on file with the Commission and
count advances from Pacific Lighting available for public Inspection.
Corporation,. and (3) the sale of corn- KENT .PLU,
mon stock to Pacfic Lighting Corpora- Seretary.
tion. Applicant states that -the actual
financing plans and related costs will [FRDoc.75-7945Filed3-2&-75;8:45am)
be determined by market conditions and
other circumstances at the time of [Project No. 21971
financing.

Applicant proposes to render its ter- YADKIN, INC.
minal service at the Los Angeles facility Application for Change In Land Rights
on a cost-of-service basis pursuant to its
FPC tariff. AJnCu 20, 1975.

Any person desiring to be heard or Public notice is hereby given that ap-
to make any protest with reference to plication was filed on February 2, 1975,
said supplement should on or before inder the Federal Power Act (16 U.S.C. °

April 3, 1975, file with the Federal Power 791a-825r) by Yadkln, Inc., Applicant
Commission, Washifigton, D.C. 20426, a (correspondence to: LeBoeuf, Lamb,
petition to intervene or a protest in ac- Lelby & MacRae, Attorneys for Yadkin,
cordance with the requirements of the Inc., One- Chase Manhattan Plaza, New
Commission's rules of practice and pro- York, New York 10005), for permission
cedure (18 CPR 1.8 or 1.10) and the to grant an easement to Fieldcrest MIlls,
regulations under the Natural Gas Act Inc., to allow construction of an under-
(18 CFR 157.10). All protests filed with ground industrial wastewater outfall line
the Commission will be considered by within the boundary of the Yadkln ProJ-
it in determining the appropriate action ect No. 2197. The Yadkin Project is lo-
to be taken but will not serve to make cated on the lower stretch of the Yadkin-
the protestants parties to the proceed- Pee Dee River In Stanly, Montgomery,
ing. Any person wishing to become a Davidson, and Rowan Counties, North
party to a proceeding or to participate Carolina. The project affects navigable
as a party in any hearing therein must waters.
file a petition to intervene in accord- Applicant requests Commission ap-
ance with the Commission's rules. proval to grant a fifty-foot wide right-of-

way to Fleldcrest Mills, Inc. to constructKENNETH F. PLUMB, and maintain an underground water line.
Secretary. The easement would be located parallel

[FR Doc.75-7944 Filed 3-26-75;8:45 am] to, north of, and approximately fifty feet
from Interstate Highway 85, and would
extend from the project boundary (nor-

[Docket No. E-9313] mal high water elevation of 655 feet),
WISCONSIN POWER & LIGHT CO. approximately 1300 feet to the Yadkin

Supplement to Wholesale Power River mainstream, and would cover 1.46
Agreement acres.

The easement provides for an outfall
MiAcH 21, 1975. line of 24-inch inside diameter asbestos

Take notice that on March 11, 1975, cement pipe, the last 300 feet of which
the Wisconsin Power & Light Company would be ductile Iron pipe, to discharge
(WPL) tendered for filing with the Com- at elevation 640 feet a maximum flow
mission a supplement to its wholesale of 5.0 MGD effluent from Fleldcrest Mill'
power agreement with, the Adams- secondary treatment plant. Waste which
Marquette Electric Cooperative, dated formerly received only primary treat-
May 28, 1970, as amended July 15, 1971. ment would be further treated if the
The supplement will, among other easement were granted. Fleldcrest Mills
matters, provide an additional delivery has not begun construction of the see-
point to the Adams-Marquette Electric ondary treatment plant as yet.
Cooperative in the Town of Saratoga, The United States Environmental Pro-
Wood County, Wisconsin. tection Agency, Region IV, issued Field-

The supplement referred to in this crest Mills a National Pollutant Dis-
notice was entered into by agreement charge Elimination System permit num-
dated November 22, 1974. bar N.C. 0005487 on October 25, 1973.

Any person desiring to be heard or North Carolina Department of, Natural
to rake any protest with reference to and Economic Resources Issued to Field-
said application should on or before April crest Mills permit number 8024 on Au-
1, 1975, file with the Federal Power Corn- gust 5, 1974, for construction of the sec-
mission, Washington, D.C. 20426, peti- pndary treatment plant and outfall line
tions to intervene or protests in accord- and to allow discharge into the Yadkin
ance with the requirements of the C6m- River.
mission's rules of practice and procedure Any person desiring to be heard or to
(18 CFR 1.8 or 1.10). All protests filed make any protest with reference to said
with the Commission will be considered
by it In determining the appropriate application should on or before May 12,
action to be taken but will not serve to 1975 file with the Federal Power Con-
make the protestants parties to the pro- mission, Washington, D.C. 20426, a pe-

tition to Intervene or a protest in accord-
ance with the requirements of the Com-
mission's rules of practice and procedure
(18 CFR 1.8 and 1.10). All protests filed
with the Commison will be considered
by It In determining the appropriate ac-
tion to be taken but wil not serve to
make the protestants parties to the pro-
ceeding. Any person wishing to become a
party to a proceeding or to participate as
a party in any hearing therein must file a
petition to intervene In accordance with
the Commission's rules. The application
is on file with- the Commission and is
available for public inspection.

Take further notice that, pursuant to
the authority contained in and conferred
upon the Federal Power Commission by
sections 308 and 309 of the Federal Power
Act (16 U.S.C. 825 and 825h) and the
Commlssion's rules of practice and pro-
cedure, specificlally § 132(b) (18 CFR
1.32(b)), as amended by Order No. 518,
a hearing may be held without further
notice before the Commission on this ap-
plication if no issue of substance Is raised
by any request to be heard, protest or pe-
tition filed subsequent to this notice
within the time required herein and if
the applicant or initial pleader requests
that the shortened procedure of § 1.32
(b) be used. If an issue of substance is so
raised or applicant or initial pleader fails
to request the shortened procedure, fur-
ther notice of hearing will be given,

Under the shortened procedure herein
provided for, unless otherwise advised, it
will be unnecessary for applicant or ini-
tial pleader to appear or be represented
at the hearing before the Commission.

KErNNET F. PLUE,
Secretary.

IFR Doc.75-748 Fried 3-26-75;8:45 am]

FEDERAL RESERVE SYSTEM

COMMUNITY BANCSHARES CORP.
Formation of Bank Holding Company

Community Bancshares Corporation,
Woodbury, New Jersey, has applied for
the Board's approval under section 3(a)
(1) of the Bank Holding Company Act
(12 U.S.C. 1842(a) ()) to become a bank
holding company through acquisition of
100 per cent of the voting shares aess
director's qualifying shares) of the suc-
cessor by merger to National Bank and
Trust Company of Gloucester County,
Woodbury, New Jersey. The factors that
are considered in acting on the applica-
tion are set forth in section 3(c) of the
Act (12 U.S.C. 1842(c)).

The application may be inspected at
the office of the Board of Governors or
at the Federal Reserve Bank of Phila-
delphia. Any person wishing to comment
on the application should submit views
In writing to the Reserve Bank. to be re-
ceived not later than April 17,1975.

Board of Governors of the Federal Re-
serve System, March 20, 1975.

[sEAL] THEODOs E. Amsov,
Secretary of the Board.

[FR Doc.75-7907 Iled 3-26-75;8:45 aml
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IOWA STATE BANK AND TRUST CO.
Order Denying Acquisition of Assets of

Bank
Iowa State Bank and Trust Company.

Fairfield, Iowa ("Iowa Bank"), a member
State bank of the Federal Reserve Sys-
tem, has applied for the Board's approval
pursuant to the Bank Merger Act (12
U.S.C. 1828(c) ) of the acquisition of the
assets and assumption of the liabilities
of Farmers Savings Bank, Packwood
Iowa ("Farmers Bank"). As an incident
to the proposal, the present office of
Farmers Bank would become a branch of
Iowa Bank.

As required by the Act, noticed of the
proposed transaction, In form approved
by the Board, has been published and the
Board has requested reports on competi-
tive factors from the Attorney General,
the Comptroller of the Currency, and the
Federal Deposit Insurance Corporation.
The Board has considered the applica-
tion and all comments and reports re-
ceived in light of the factors set forth
in the Act.

The relevant geographic market in this
case is approximated by Jefferson County
and the Richland portion of Keokuk
County. Iowa Bank Is located In Fair-
field, the county seat of Jefferson County
1Vairfleld is the shopping and commercial
center of Jefferson County. Farmers
Bank is located in northwest Jefferson
County, and is 15 miles distant from the
nearest office of Iowa Bank. Customers
of Farmers Bank shop and work in Fair-
field. Accordingly, Iowa Bank is a con-
venient banking alternative for those
customers. The record Indicates that a
significant amount of banking business of
Iowa Bank is done with customers lo-
cated In the service area of Farmers
Bank. Conversely, the record indicates
that a significant amount of banking
business of Farmers Bank derives from
customers located in Iowa Bank's service
area.

Iowa Bank, with deposits of roughly
$17.5 million,' is the second largest of
'five banks in the relevant banking mar-
ket, and controls approximately 36.2 per-
cent of the total deposits in commercial
banks in the market. The largest bank In
the relevant market controls approxi-
mately 41.8 percent of market deposits.
Farmers Bank, with deposits of roughly
$3.7 million, is the fourth largest bank
In that banking market; and controls
approximately 7.7 percent of market de-
posits. Consummation of the acquisition,
therefore, would eliminate one of the
limited number of competitors In the
market, -result In Iowa Bank controlling
approximately 43.9 percent of the de-
posits, and thereby increase the already
high level of concentration of banking
resources in the market. Also, existing
competition between Iowa Bank and
Farmers Bank would be eliminated by
the proposed acquisition. The effect of
the proposed transactions would be a
substantial lessening of competition in

An banking db6ta are as of June 30, 1074.

NOTICES

the relevant market. In its considerations
of this application, the Board regards
such a lessening of competition as an
adverse factor.

On the basis of the foregoing and the
other factors in the record, the Board
concludes that the proposal would In-
crease the level of banking concentration
to an undesirable level, and eliminate ex-
isting competition between the institu-
tions involved. Accordingly, under section
1828(c), unless such anticompetitive ef-
fects are clearly outweighed in the pub-
lic interest by the probable effect of the
transaction in meeting the convenience
and needs of the community to be
served, the statute requires denial of the
application.

The financial--and managerial re-
sources and future prospects of Iowa
Bank are satisfactory. Farmers Bank
does appear to have a management suc-
cession problem that would be allevi-
ated by consummation of the proposed
transaction. Therefore, banking factors
are consistent with approval of the ap-
plication. While community needs for
banking services are not going unmet,
consummation would provide a source in
Farmers Bank's service area for large
loans that presently exceed Farmers
Bank's lending limit. While these bene-
fits • might serve the convenience and
needs of the relevant area, they would
not outweigh the adverse effects this
proposal would have on competition In
the relevant market. Further, the parties
to the proposed transaction have not sat-
isfied their burden of demonstrating the
absence of less anticompetitive means to
achieve such benefits to the convenience
and needs of the community to be served.

On the basis of all relevant facts con-
tained in the record, and in light of the
factors set forth in the Bank Merger Act
(12 U.S.C. 1828(c)), it is the Board's
Judgment that the anticompetitive ef-
fects of the proposed acquisition are not
clearly outweighed in the public interest
by the 'Probable effect of the transaction
in meeting the convenience and needs of
the community to be served. The Board
concludes, therefore, that the proposed
transaction is not in the public interest
and, accordingly, the application is
hereby denied.

By order of the Board of Governors2
effective March 19, 1975.

[SEAL] THEODO R E. AuLsoN',
Secretary of the Board.

[FE Doc.75-7908 Filed 3-26-75;8:45 am)

PEOPLES STATE HOLDINl!G CO.
Formation of Bank Holding Company

People's State Holding Company,
Westhope, North Dakota, has applied
for the Boards approval uider sction
3(a) (1) of the Bank Holding Company
Act (12 U.S.C. 1842(a) (1)) to become a

2Voting for this Action: Vice Chairman
MitcheU and Governors Sheehan, Bucher and
Wallch. Absent and not voting: Cha rman
Burns and Governors Holland and Coldwell.

bank holding company through acqui-
sition of 95.94 percent or more of the
voting shares of Peoples State Bank,
Westhope, North Dakota. The factors
that are considered In acting on the ap-
plication are set forth in section 3 (c) of
the Act (12 U.S.C. 1842(c)).

The application may be Inspected at
the office of the Board of Governors or
at the Federal Reserve Bank of Minne-
apolis. Any person wishing to comment
on the application rhould submit views
in writing to the Secretary, Board of
Governors of the Federal Reserve Sys-
tem, .Washington, D.C. 20551 to be re-
ceived not later than April 17, 1975.

Board of Governors of the Federal Re-
serve System, March 20, 1975.

[SALl Tsoonr E. ALLiSON,
Secretary of the Board,

IFR Doc.75-7909 rlcd 3-20-75;8:45 am]

GENERAL SERVICES
ADMINISTRATION

[GSA BUL.-LU IT= H-,4]

DISPOSAL OF EXCESS PERSONAL
PROPERTY

Bulletin to Heads of Federal Agencies
l,.Purpo.v. This bulletin advises a.-enolen
1. Purpose. This bulletin advises agen.-

cies of updated information concerning
disposal of excess personal property.

2. Expiration date. This bulletin con-
tainh Information of a continuing nature
and will remain in effect until canceled.

3. General. Section 3(f) of the Federal
Property and Administrative Services
Act of 1949, as amended, (Act) defines
"foreign excess property" as any excess
property located outcide the States of tho
Union, the District of Columbia, Puerto
Rico, and the Virgin Islands. Pub, 1. 93-
594, approved January 2, 1975, amends
section 3(f) of the Act by inserting after
the words "Puerto Rico" the words
"American Samoa, Guam, the Trust
Territory of the Paclflo Islands,". The
effect of the change is that excess per-
sonal property located in American'
Samom, Guam, and the Trust Territory
of the Pacific Islands is subject to Title
II of the Act, rather than Title IV of the
Act. Accordingly, excess personal prop-
erty located in American Samoa, Guam,
and the Trust Territory of the Pacific
Islands will now be processed In the samo
manner as excess personal property lo-
cated in the 50 States, the District of
Columbia, Puerto Rico, and the Virgin
Islands. An appropriate change to the
Code of Federal Regulations amending
the definition of "foreign excess prop-
erty" will be Istued at a later date.

A Agencj implementation. Federal
agencles should follow the Some proco-

•cdures to acquire or dispos- of exce;z per-
sonal property in thcse territories as used
for other domestic excezs personal prop-
erty. Agency heads are requested to In-
form field offices and activities concern-
Ing the inclusion of these geographio
areas in the Domentc B :eez Pemonal
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Property Program, and urge their full-
participation-

Dated: March 17, 1975. -

X~ J. TnsEaS,
Commissioner,

Federal Supply service.
[FR Doc.75-7911 Piled 3-26-75;8:46 a]a

NUCLEAR REGULATORY
COMMISSION

- [Docket No. 50-3671

NORTHERN INDIANA PUBLIC SERVICE CO.
(BAILLY GENERATING STATION, NU-
CLEAR 1)

Oral Argument
Notice is hereby given that, in accord-

*ance with the Atomic Safety and Licens-
ing Appeal, Board's order of March 21,
1975, oral argument on the appeals from
the February 21, 1975 supplemental Ini-
tial decision of the Licensing Board
(slurry wall proceeding) has been cal-
endared for 10 am. on Tuesday, April 1,
1975 in the Appeal Panel hearing room,
fifth floor, East West Towers Building,
4350 East-West Highways, Bethesda,
Maryland.-

For the Atomic Safety and Licensing
Appeal Board.

Dated: March 24,1975.
MARGARET E. DU FLo.

Secretary to the
Appeal Board.

[1 Doc.75-8062 Flled 3-25-75;8:45 am]

[Operating Lcense No. DPR-43; Docket No.

WISCONSIN PUBLIC SERVICE CORP- ET
AL (KEWAUNEE NUCLEAR POWER
PLANT)

Negative Declaration
The U.S. Nuclear Regulatory Commis-

sion (the Commission) has considered
the Issuance of a change to the Environ-
mental Technical Specifications, Ap-
pendix B, of Facility Operating License
No. DPR,-43. This change would author-
ize the Wisconsin Public Service Cor-
poration, Wisconsin Power and Light
Company and Madison Gas and Electric
Company (licensee) to operate the
Kewaunee Nuclear Power Plant using a
new all-volatile treatment (AVT) of the
secondary coolant- water in the steam
generptors which will result in an in-
crease in the annual release from 125 to
325 tons of total Solids consisting pri-
marily of nontoxic sodium sulfate, and
up, to 300 pounds of ammonium hydrox-
id, the pH of which will be controlled
within 6 to 9.-The convrsion from the
original coordinated -phosphate control
process to the AVT process eliminate
the discharge into Lake michigan of a
ton of phosphate_ each year, which
causes eutrophication of lakes and fresh
water bodim No change in the concen-
tration of the total solids discharged will
Occur.

The Commission's Division of Reactor
Licensing has prepared an eovilron-
mental Impact appraisal -for the pro-

NOTICES

posed changes to the Environmental
Technical Specifications, Appendix B,
appended to Facility Operating License
No. DPR-43, for the Kewaimee Nuclear
Power Plant described above. On the
basis of this appraisal presented In this
document, we have concluded that an
environmental impact statement for this
particular action Is not warranted be-
cause, pursuant to the Commission's
regulations in 10 CFR Part 51 and the
Council of Environmental Quality's
guidelines, 40 CFR 1500.6, the Commis-
sion has determined that this change in
Technical Specifications is not a major
federal action significantly affecting the
quality of the human environment. The
environmental Impact appraisal, is
available for public Inspection at the
Commission's Public Document Room,
1717 H Street, NW., Washington. D.C.
20555 and at the Kewaunee Public
Library, 314 Milwaukee Street, Kewau-
nee, Wisconsin 54216.

Dated at Rockvllle, Maryland, this
20th day of March 1975.
.For the Nuclear Regulatory Commls-
si0n.

GEORGE W. KMGHTON,
Chief, Environmental Projects

Branch No.. 1, Division of Re-
actor Licensing.

IFR Doc.75-7752 Filed 3-2M-75:8:45 am]

[Docket; No. 50-3051
WISCONSINi PUBLIC SERVICE CORP. ET

AL (KEWAUNEE NUCLEAR POWER
PLANT)

Issuance of Amendment to Facility
Operating License

Notice is hereby given that the U.S.
Nuclear Regulatory Commission (the
Commission) has issued Amendment No.
3 to Facility Operating License No. DPR-.
43, issued to Wisconsin Public- Service
Corporation, Wisconsin Power and Light
Company, and Madison Gas and Electric
Company, which revised Technical Spec-
Ifications for operation of the Kewau-
nee Nuclear Power Plantk located In
Kewaunee County, Wisconsin. The
amendment is effective as of its date of
issuance.

The amendment permits the licensee
to increase the amount of demineralzer
regenerant solids, primarily nontoxic
sodium sulfate, from 125 to 325 tons
discharged annually into Lake Michigan.
The increase results from conversion
from a coordinated phosphate control to
all-volatile treatment of the secondary
water in the steam generators for the
purpose of reducing tube wastage In the
generators. The upper limit on the av-
erage incremental increase in the con-
centration of total solids in the circulat-
ing water will remain the same at 2.0
parts per million (ppm). In addition, up
to 300 pounds of ammonium hydroxide
will be discharged annually in the blow-
down from the steam generators, The
concentration of this base will be con-
trolled within a pH range of 6 to 9. About
a ton of phosphates will be eliminated

13563

from being released annually into Lake
Michlgan. Present studies being con-
ducted by the licensee of the discharges
from the plant have indicated no de-
leterious effect on the aquatic life in the
sampling area In the vicinity of the plant
discharge. The results of present studies
will be used to confirm this effect, of the
increase discharge of total solids.

The application for the amendment
complies with the standards and require-
ments of the Atomic Energy Act of 1954,
as amended (the Act), and the Coxn-
mission's rules and regulations. The
Commission has made appropriate find-
ings as required by the Act and the
Commission's rules and regulations in I0"
CFR Chapter I, which are set forth
In the license amendment. Prior public
noticeof this amendment Is Aot required
since the amendment does not involve
a signll0cant hazards consideration. -

For further details with respect to this
action, see: (1) the application for the
amendment dated October 3, 1974. (2)
Amendment No. 3 to License No. DPR-
43 with Change No. 5, and (3) the Corn-
mission's Negative Declaration with the
supporting Environmental Impact Ap-
praisal.

All of the above items are available for
public inspection at the Commission's
Public Document Room, 1717 H Street,
NW., Washington, D.C. 20555 and at the
Kewaunee Public Library, Kewaunee,
Wisconsin 54216.

A copy of items (2) and (3) may be
obtained upon request addressed to the
United States Nuclear Regulatory Com-
mission. Washington, D.C. 20555, Atten-
tion: Director, Division of Reactor
Licensing.

Dated at Botheda, Maryland, this 20th
day of March 1975.

For the Nuclear Regulatory Commis-
sion.

ROBERT A. Putraz,
CMief, Operating Reactors

Branch. No. 1, Dfvision of Re-
actor Licensing.

IFR Dc.J-'L753 P ied 3-26-75,8:45 anml

Iflcckct Noa. STN 50-483 and STU 5 0-4861
UNION ELECTRIC CO.

(CALLAWAY PLANT, UNITS 1 AND 2)
Availability of FinaI Environmental

Statement
Pursuant to the National Environ-

mental Policy Act of 1969 and the United
States Nuclear Regulatory Commission's
regulations in 10 CFR Part 51, notice is
hereby given that the Final Environ-
mental Statement prepared by the Com-
mission's OfIce of Nuclear Reactor Reg-
ulation. related to the proposed construc-
tion of Callaway Plant Units 1 and 2,
is available for inspection by the public
In the Commission's Public Document
Room at 1717 H Street, NW., Washing-
ton, D.C., the Fulton County Library, 709
Market Street Fulton issouri and the
Olin Library of Washington University,
SkInker and Lindell Boulevard,-St. Louis,
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Missouri. The Final Environmental
Statement is also being made available
at the Division of State Planning and
Analysis, Office of Administration, Capi-
tol Building, Jefferson City, Missouri and
the Mid-Missouri Regional Planning
Commission, 830 E. High Street, Jeffer-
son City, Missouri.

The notice of availability of the Draft
Environmental Statement for the Cal-
laway Plant,'Units 1 and 2, and request
for comments from interested persons
was published in the FEDERAL REGISTER
on October 25, 1974 (39 FR 38021). The
comments received from Federal, State,
local and interested members of the
public have been included as an appendix
to the final environmental statement.

Copies of. the Final Environmental
Statement (Document No. NUREG 75/
011) may be purchased, at current rates,
from the National Technical Informa-
tion Service, Springfield, Virginia 22161.

Dated at Rockville, Maryland, this 20th
day of March 1975..

For the Nuclear Regulatory Commis-
sion.

GEORGE W. KNIGHTON,
Chief; Environmental Projects

Branch No. 1, Division of Re-
actor Licensing.

[FR Doc.75-7750 Filed 3-26-75;8:45 am]

PENSION BENEFIT GUARANTY
CORPORATION

[Chairman's Order No. 2]

CHAIRMAN OF THE BOARD ET AL
Delegation of Authority and Assignment

of Responsibility for Pension Benefit
Guaranty Corporation
1. Purpose. To delegate authority and

assign responsibility to the Executive
Director.

2. Background. Title IV of the Em-
ployee Retirement Income Security Act
of 1974 established the Pension Benefit
Guaranty Corporation within the De-
partment of Labor. In carrying out its
functions under this Act the Corpora-
tion is administered by the Chairman of
the Board of Directors in accordance
with policies established by the Board.
On September 3, 1974 the Chairman is-
sued Order No. 1, entitled Delegation of
Authority and Assignment of Responsi-
bility for Pension Benefit Guaranty Cor-
poration. The instant order supersedes
Order No. 1.

3. The Office of Executive Director.
There is to be an Executive Director for
the Pension Benefit Guarinty Corpora-
tion who shall report to the Chairman.
The Executive Director is empowered to
appoint officers of the Corporation to
act in his stead during his absence or
disability. Persons so appointed or others
authorized to act as Executive Director
during a vacancy in that Office are gov-
erned by this Order.

4. Delegation of Authority aft As-
signment of Responsibilities. a, The Ex-
ecutive Director is delegated authority-
including authority to redelegate-and
assigned responsibilities except as here-

NOTICES

inafter provided, for carrying out the
administrative functions to be per-
formed by the Chairman of the Board
of Directors under Title IV, Employee
Retirement Income Security Act of 1974.
These functions shall include, but not
be limited to, the power to administer
oaths and affirmations, subpoena wit-
nesses, compel their attendance, take ev-
idence, and require the production of
any books, papers, correspondence, mm-
oranda, or other records which the Cor-
poration deems relevant or material to
an inquiry under Title IV, Employee
Retirement Income Security Act of 1974.

b. The Executive Director'shall exer-
cise the authority and carry out the re-
sponsibility delegated above in accord-
ance with pertinent Governmental reg-
ulations, the bylaws and regulations of
the Corporation, and the policies of the
Board of Directors. <

c. The General Counsel shall have the
responsibility for providing legal advice
and assistance to the Board of Directors,
the Chairman, the Advisory Committee
and the Executive Director relating to
the administration of Title IV and other
pertinent parts of the Employee Retire-
ment Income Security Act of 1974.

5. Reservation of Authority. The fol-
lowing functions are reserved to the
Chairman:

a. Submission of reports and recom-
mendations to the President and the
Congress concerning the administration
of Title IV, Employee Retirement In-
come Security Act of 1974.

b. The bringing of legal action, other
litigation decisions under the Act, and
the determination in each case whether
legal proceedings are appropriate. The
initial decisions as to such legal matters
are to be made by the General Counsel.
When agreement is not reached between
the Executive Director and the General
Counsel regarding the bringing of such
proceedings, the Executive Director shall
refer the matter to the Chairman for
decision.

c. The authorizing of any contract or
agreement which would transfer the
performance of a substantial portion of
the Corporation's dtties to persons not
directly employed by the Corporation.

6. Effective Date. This Order Is effec-
tive immediately.

Dated: March 14, 1975.
PETER J. BRENNAN,

Chairman, Board of Directors.
[FA Doc.'/5-914 Filed 3-26-715;8:45 am]

SECURITIES AND EXCHANGE
COMMISSION

[File No. 812-37651
COMSTOCK FUND, INC., ET AL.

Application for an Order To Permit an
Offer of Exchange and Exemption

MARcH 20, 1975.
Notice is hereby given that Comstock

Fund, Inc., Enterprise Fund, Inc., Flet-
cher Fund, Inc., Harbor Fund, Inc., Legal
List Investments, Inc., and Pace Fund,

Inc. (collectively referred to as "Share-
holders Funds") each of which Is regis-
tered as an open-end Investment com-
pany under the Investment Company
Act of 1940 ("Act") and Channing Com-
pany, Inc. ("CCI"), 2777 Allen Parkway,
Houston, Texas 77019, (collectively re-
ferred to with the Shareholders Funds as
"Applicants") have filed an application
for an order (1) pursuant to section 11
(a) of the Act to permit the Shareholders
Funds to offer to exchange their shares
for shares of American General Reserve
Fund, Inc. ("AGR") on a basis other
than their relative net asset value per
share at the time of the exchange and
(2) pursuant to section 6(c) of the Act
granting exemption from section 22(d)
of the Act and Rule 22d-1 thereunder,
in connection with such e'changes. All
interested persons are referred to the
application on file with the Commission
for a statement of the representations
contained therein, which are summa-
rized below.

CCI, as principal underwriter for each
of the Shareholders Funds, maintains a
continuous public offering of the shares
of the Shareholders Funds at their re-
spective net asset value plus a sales
charge. The maximum sales charge is
8.5 percent on purchases of less than
$10,000. The sales charge Is reduced on
larger purchases.

Shares of each of the Shareholders
Funds may be exchanged for shares of
any of the other Shareholders Funds on
the basis of their relative net asset value
per share at the time of the exchange
without sales charge. There Is a fee of
$5 payable to the transfer agent,

AGR is an open-end investment com-
pany registered under the Act. Its reg-
istration statement under the Securities
Act of 1933 with respect to a public offer-
ing of shares of its stock was declared
effective on July 12, 1974. CCI is the prin-
cipal underwriter for AGR. AGR offers
its shares to the public at an offering
price equal to the net asset value plus a
sales charge of 1 percent of the offering
price.

Each of the Shareholders Funds pro-
poses to offer its shares to shareholders
of AGR In exchange for shares of AGR
on the following basis: (1) shares of AGI,
acquired through a share exchange with
one of the Shareholders Funds or
through reinvestment of dividends or dis-
tributions on such shares will be ex-
changed for shares of any of the Share-
holders Funds on the basis of their rela-
tive net asset value per share at the time
of the exchange; (2) shares of AGR pur-
chased at the public offering price, or
acquired through reinvestment of divi-
dends or distributions on such shares,
will be exchanged for shares of any of
the Shareholders Funds on the basis of
their relative net asset value per share at
the time of the exchange, plus the sales
charge described In the prospectus of
each of the Shareholders Funds (maxi-
mum 8/2 percent), less an amount equal
to the sales charge prevlously paid on the
AGR shares being exchanged. Applicants
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state that as a result, a, shareholder ac-
quiring shares of one of the Shareholders
Funds through an exchange of shares of
AGR purchased would pay approximately
the same overall salel charge that he
would have paid had he directly pur-
ichased the same dollar amount of shares
of one of the Shareholders Funds.

Channing Bond Fund, Inc., Channing
Income Fund, Inc., Channing Securities,
Inc., Channing Shares, Inc. and Chan-
ning Venture Fund, I= (the "Channing
Funds"), and Equity Growth Fund of
America, Inc., Equity Progress Fund, Inc.
and Fund of Amrerida, Inc. ("Equity
Funds"), in conjunction with CCI, pre-
viously.filed applications to permit sim-
ilar exchanges of AGR shares for shares
of the Channing Funds and Equity
Funds. 'Me requested exemptions were
granted by the Commission on July 25,
1974 and November 1, 1974 (Act Release
Nos. 8435 and 8567, respectively).

Applicants state that there is currently
an exchange privilege offered between
the ChaWiing and-Shareholders group of
funds, but not with the Equity Funds. If
the proposed exchange offer is perinitted,
an AGE shareholder could exchange his
shares for shares of one of any such group
of funds, and- thereafter among that
group and AGR. In addition, an AGR
shafeholder electing to exchange his
shares for shares of either the Channing
or Shareholders group of funds could,
thereafter, exchange among that group,
the other group and AGR. He would not,
however, be allowed to exchange shares
of a fund in the Equity Funds for AGR
shares and, thereafter, exchange such
AGE shares for shares of a fundin either
of the two remaining groups.

In the event a shareholder desires to
exchange only a portion of his shares of
AGE, those shares that may be- ex-
changed at relative net asset value with-
out sales charge will be exchanged first.
The, remaining shares to be exchanged
wi be selected from those shares-which
are entitled to be exchanged uponpay-
ment of the lowest. additional sales-
charge.

Section l(a)- of the Act provides that
-it shall be unlawful for any registered
open-end company or any principal un-
derwriter for such company to make or
cause to bemade an.offer to the share-
holder of a security of such a company or
of any other open-end investment com-
pany to exchange his security for a se-
curity in the same or another such com-
pany on any basis other than the relative
net asset values of the respective secur-
itie to be exchanged unless the terms
of the offerhave first been submitted to
and approved by the Commission.

Section 22(d) of the Act provides, in
pertinent part, that no registered invest-
ment company- or principal underwriter
thereof shall sell any redeemable secur-
ity issued by such company to any per-
son except at a current offering price
described in the prospectus. The sales
charge described in the prospectus of
each of the Shareholders Funds is
greater than the sales charge which
would be appf cable to the proposed ex-
change offer.

Applicants state that the purpose of
the proposed exchange offer Is to permit
a shareholder of AGR who changes his
investment objective to change his In-
vestment to a different investment com-
pany without paying the full sales charge
otherwise applicable. It is submitted that
the exchange offer to AGR shareholders
cannot be made at the relative net as-
set -values of the Shareholders Fund to
be acquired because the AGR share-
holder would have. paid substantially
lower sales charges on his investment
than similarly situated investors in the
Shareholders Fund to be acquired. Ap-
plicants further submit that if shares of
the Shareholders Funds could be ac-
quired by an AGR shareholder at net
asset value in an exchange, it is possible
that the exchange would be in violation
of section 22(d) of the Act since an in-
vestor would be able to purchase shares
of one of the Shareholders Funds at a
sales charge other than that described
ih its prospectus merely by purchasing
shares of AGR and subsequently ex-
changing those shares at net asset value
for shares of one of the Shareholders
Funds.

Section 6(c) provides, In part, that the
Commission by order upon application
may conditionally or unconditionally
exempt any person, security or trans-
action or any class or classes of persons,
securities or transactions from any pro-
vision or provisions of the Act- and the
Rules promulgated thereunder, if and
to the extent such exemption is necessary
or appropriate inothe public interest and
consistent with the protection of invest-

* ors and the purposes fairly Intended by
the policy and provisions of the Act.

Notice Is further given that any In-
terested person many, not later than
April 15, 1975, at 5:30 pm,, submit to
the Commisson in writlngua request for a
hearing on the matter accompanied by
a statement as to the nature of his In-
terest,- the reason for such request, and
the issues, if any, of fact or law proposed
to be controverted, or he may request
that he be notified if the Commission
should order a hearing thereon. Any such
communication should be addressed:
Secretary, Securities and Exchange
Commission, Washington, D.C. 20549.
A copy of sftch request shall be served
personally or by mall (air mall if
if the person being served Is located more
than 500 miles from the point of mail-
ing) upon Applicants at theaddress stat-
ed above. Proof of such service (by ai-
davit, or in the case of an attorney-at-
law, by certificate) shall be filed con-
temporaneously with the request. As
provided by Rule 0-5 of the rules and
regulations promulgated under the Act.
an order disposing of the application will
be Issued as of course folldwiing said
date mnless the Commision thereafter
orders a hearing upon request or upon
the Commission's own motion. Persons
who request a hearing, or advice as to
whether a hearing is ordered, will re-
ceive any notices and orders Inthis mat-
ter, including the date of the hearing (if
ordered) and any postponements there-
of.

For the Commission, by the Division of
Investment Magement Regulation,
pursuant to delegated authority.

[smA] GEonGE A. Fxzrzsnruoxs,
Secretary.

[FR Doc.75--'J979 Filed 3-26-75;8:45 aml

[Ftle No. 70-5652]

EASTERN UTILITIES. ASSOCIATES,
ETAL

Proposed StockTransactions
m5IcH 20, 1975.

Notice Is hereby given that E-tern
Utilities Associates ("EUA"), P-. Box
2333, Boston, MAssachusetts, 02107. a
registered holding company, and two of
its electric utility subsidiary companies.
Brockton Edison Company (Brockon!"),
36 Main Street, Brockton, Massachusetts,
02403, and Montaup Electric Company
("Montaup"), P.O. Box 391, Fal River,
Mssachusetts, 02722, have filed an ap-
plication-declaration with this Commis-
sion pursuant to the Public Utility Hold-
ing Company Act of 1935 ("Act") desig-
nating sections 6, 7, 9,10 and 12(/) of the
Act and Rules 43 and 44 as applicable to
the proposed transactions. All interested
persons are referred to the application-
declaration, which is summarized below.
for a completestatenient of the proposed
transactions.

Brockton proposes to increase its
capital stock by $15,.0000 consisting of
600,000 additional shares of its common
stock, par value $25.00 per shaxe and to
sell such additional shares to EUA at par
value. This additional common stock Will
be pledged by EUA to The First National
B nk of Boston as Trustee under EUA's
Indenture and Deed of Trust dated as of
October 1. 1953, as supplemented.

Montaup proposes to increase its
capital stock by $7,700,000. consisting of
T,00G additional shares of its common
stock, par value $100 per share, and to
sell such additional shares to Brockton
at par value.

Proceeds to Brockton from the sale of
its stock to EUA will be applied to the re-
payment of open account advances from
EUA In the amount of $7,300.00a and to
making an open account advance in the
amount of $7,700,000 from Br=cktQ to
Montaup. The advance from Brockton to
Mbntaup will bear interest at a rate per
annum equal to the rate at which EUlA
borrows funds oir a short-term basis
pursuant to authorization previously
granted to EllA (Holding Company Act
Release No. 18739). It is stated that if all
requisite regulatory approvals forthe sale
of the additional Montaup stock to
Brockton have been obtained prior to the
sale of the new Brockton stock to E-=A,
the $7,700,000 portion of the proceeds to
Brockton will be applied directly to pur-
chase additional Montaup, stock and the
proposed open-account advance from
Brockton to Montaup will notbe made-

Proceeds to Montaup from the sale of
its dock to Brockton vil be applied to
the repayment of open. account advances
from Brockton or payment of short-term
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notes previously issued by Montaup pur-
suant to prior Commission approval
(Holding Company Act Release No.
18739). Proceeds of the $7,700,000 loan
from Brockton to Montaup will also be
applied to payment of those short-term
notes.

It is stated that the proposed issue and
sale of the additional Brockton stock and
the proposed open account advance from
Brockton to Montaup are subject tb the
jurisdiction of the Department of Public
Utilities of the Commonwealth of Mas-
sachusetts ("MDPU") and that the pro-
posed issue and sale of the additional
Montaup stock and the acquisition there-
of by Brockton are also subject to MDPU
approval. It is stated that no other state
commission and no federal commission,
other than this Commission, has jurisdic-
tion over the proposed transactions. Fees
and expenses to be incurred in connec-
tion with the proposed transactions will
be supplied by amendment.

Notice is further given that any in-
terested person may, not later than
April 14, 1975, request in writing that
a hearing be held on such matter, stat-
ing the nature of his interest, the rea-
sons for such request, and the issues of
fact or law raised by said application-
declaration which he desires to contro-
vert; or he may request that he be noti-
fied if the Commission should order a
hearing thereon. Any such request should
be addressed: Secretary, Securities and
-Exchange Commission, Washington, D.C.
20549. A copy of such, request should be
served personally or by mail Kair mail if
the person being served is located more
than 500 miles from the point of mail-
ing) upon the applicants-declarants at
the above-stated addresses and proof of
service (by affidavit or, in case of an at-
torney-at-law, by certificate) should be
filed with the request. At any time after
said date, the application-declaration,
as it may be amended, may be granted
and permitted to become dffective as
provided in rule 23 of the general rules
and regulations promulgated under the
Act, or the Commission may grant ex-
emption from such rules as provided in
rules 20(a) and 100 thereof or take such
other action as it may deem appropriate.
Persons who request a hearing or advice
as to. whether a hearing is ordered will
receive any notices and orders Issued in
this matter, including the date of the
hearing (if ordered) and any postpone-
ments thereof.

For the Commission, by the Division of
Corporate Regulation, pursuant to dele-
gated authority.

[SEAL] GEORGE A. FiTzsinnsoNs,
Secretary,

[FR Doc.'l-7980 Filed 3-26-75;8:45 am]

THE OPTIONS CLEARING CORP.
Proposed Amendments to Option Plans
Notice is hereby given that the Chi-

cago Board Options Exchange, Inc.
("CBOE?') and the American Stock Ex-
change, Inc. ("AAEX"), have filed pro-

posed changes in their respective option
plans pursuant to Rule 9b-1 under the
Securities Exchange Act of 1934 (17 CFR
240.9b-1). The changes concern amend-
ments to the By-Laws and Rules of the
Options Clearing Corporation ("OCC").
The OCC proposes to amend subpara-
graphs (u) and (y) of and add new sub-
paragraph (hhh) to Article I, Section 1
and amend Article VI, Section 3 of the
By-Laws, and Rules 101, 604(c), 802, 803,
901, 912, 913(a), 913(d) and 1104 con-
cerning obligations of clearing members.

The iproposed amendments to Rules
101, 604Z(c) and 1104 would, according
to OCC, permit clearing members to re-
strict the Clearing Corporation's rights
with respect to letters of credit deposited
for the purpose of margining customer
accounts. Under the proposed amend-
ments, such letters of credit (referred
to as "restricted letters of credit")
would be treated by the Clearing Corpo-
ration in substantially the same manner
as bulk deposits of securities in cus-P
tomer accounts. Under the proposed
amendments restricted letters of -credit
would not qualify as margin for any ac-
count other than the customers' account
in which they were deposited; and, In
the event of the suspension of the de-
positing clearing member, the proceeds
from such letters of credit would be
applied only to satisfy obligations aris-
ing out of such customers' account.

Under its present Rules, the Clearing
Corporation is required to assign exer-
cise notices filed prior to the expiration
date of the exercised option at approxi-
mately 3 p.m., Chicago time, on the date
of filing. Exercise 'notices filed on the
expiration date are required to be as-
signed at approximately 12 noon, Chi-
cago time, on the expiration date. As-
signments made prior to the expiration
date are effective as of the following
business day (because trading is closed
before the exercising and assigned clear-
ing members receive notice of the assign-
ment), whereas assignments made on the
exercise date are effective as of that date.

Under the proposed amendment tg
Rule 803, all exercise notices, whether
filed on or before the expiration date,
would according to OCC be assigned at
or before 7 am., Chicago time, on the
following business day, and all assign-
ments would be effective as of such fol-
lowing business day. OCC explains that
the change is necessary because increases
in the numbeiof exercises have made it
difficult, and at times impossible, for the
Clearing Corporation to complete the as-
signment process within existing time-
frames. The OCC further explains that
the proposed amendments to Rules 802,
901, 912, 913(a) and 913(d) conform those
Rules to the change in Rule 803, elimi-
nate certain redundant provisions and
clarify certain other provisions,-without
making any substantive change.

The proposed amendments to Article
I, Section 1 and Article VI, Section 3 of
the By-Laws would permit clearing mem-
bers carrying accounts for exchange
members registered as traders wi their
respective exchanges pursuant to a plan

ified under Rffle lla-1 to obtain the same
Clearing Corporation margin treatment
as is accorded market-makers' and spe-
cialists' accounts. New subparagraph
(hhh) of Article I, Section 1 defines the
term "Registered Trader," and new sub-
paragraph (e) of Article VI, Section 1
(replacing old subparagraph (e), which
would be redesignated as subparagraph
(f)) provides for registered trader's ac-
count, which would be treated in the
same manner, and subject to the same
restrictions, as market-maker's and spe-
cialist's account. References to market-
makers and specialists, and their ac-
counts, appear at many points through-
out the By-Laws and Rules, so OCC de-
termined that, in lieu of adding the term
"registered trader" at each point where
the other terms appear, the definitions
of market-maker and specialist should
be expanded to include registered trad-
ers. The amendments to subparagraphs
(u) and (y) of Article I, Section 1 are
intended to accomplish that result,

Rule 601(b) permits the values of op-
tions in long positions in a market-mak-
er's account to be netted, to the extent
set forth therein, against the values of
options in short positions in that account
for the purpose of determining required
margin. OCC explains that this netting
Is permitted because the clearing mem-
ber for which the account Is maintained
grants to the Clearing Corporation (with
the consent of the market-maker) a lien
on all long positi6ns in the account for
the purpose of securing the clearing
member's obligations to the Clearing
Corporation In respect of that account.
Under the proposed amendment to Arti-
cle VI, Section 3 of the By-Laws, clear-
ing members according to the OCC would
be required to grant tiflar lien on long
positions in each registered trader's ac-
count (with the consent of the registered
trader).

The proposed amendments will bec6mo
effective upon April 28, 1975, or upon
such earlier date as the Commission may
allow unless the Commission shall dis-
approve the change in whole or in part
as being Inconsistent with the public in-
terest or the protection of investors.

All interested persons are invited to
submit their views and comments on the
proposed amendments to OCC's By-Laws
and Rules (plan) either before or after
they have become effective. Written
statements of views and comments
should be addressed to the Secretary, Se-
curities and Exchange Commission, 500
North Capitol Street, Washington, D.C.
20549. Reference should be made elthor
to file number 10-54 or 10-20. The pro-
posed amendments are, and all such
comments will be, available for public in-
spection at the Public Reference Room of
the Securities and Exchange Comminslon,
at 1100 L Street, NW., Washington, D.C.

[SEA] GEORGE A. FITzsIrs n Os,
S 95 Secretary,

FEBRUARY 27, 1975.
[PR Doe.76-'7981 Filed 3-20-75;8:45 ami
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NOTICES

SEC REPORT COORDINATING GROUP
(ADVISORY)

Rescheduling of Public Meeting
Correct ion

In PR Doc. 75-7075 appearing on page
12168 in the middle column in the Issue
of Monday, March 17, 1975, make the*
following correction:

The last line of the second paragraph
should read "commissIdn rates".

INTERSTATE COMMERCE
COMMISSION
[Notice No. 730]

ASSIGNMENT OF HkF.RINGS
MARCH 24, 1975.

Cases assigned for hearing, postpone-
ment, cancellation or oral argument ap-
pear below and will be published only
once. This list contains prospective as-
signments' only and does not include
cases previously assigned hearing dates
The hearings will be on the issues as
presently reflected in the Oiial Docket
of the Commission. An attempt will be
made to publish notices of -cancellation
of hearings as promptly as possible, but
interested parties should take appropri-
ate steps to insure that they are notified
of cancellation or postponements of
hearings in which they are interested.
MC-C-m416, H. J. Moran, DBA Singing River

* Motor Freight-Investigation and Revoca-
tion of Certificate of Registration, April 16,
1975, at Jackson, Miss., Is cancelled.

BIC 109533 Sub 60, Overnite Transportation
Company, now being assigned continued
hearing April 15, 1975 (3 days), at The
Venice Motel, Room 170,431 Dual Highway.
Hagerstown, Maryland.

MC 106920 Sub 54,Rggs .Food Express, Inc.,
now being assigned April 14, 1975 (1 day),
at Chicago, nllinois; in Room 1086A, Everett
Mcinley Dirksen Building, 219 South

-Dearborn Street.
MOC 115767 Sub 4. Termnall Transfer, Inc.,

now assigned April 22, 1975, at Salem.
Oregon; will be held in Room 4445, State
Agriculture Building, 635 Capitol St. NE.

MC 45736 Sub 44, Guignard Freight .Lines,
Inc., MC 116514 Sub 32, Edwards Trucking,
Inc., MC 117416 Sub 44, Newman and
Pemberton Corp., MC 136285 Sub 9, South-
ern Intermodal Logistics, Inc., and MC
139822, Food Carrier, Inc., now assigned
April 28, 1975, at Atlanta, Georgia, will be
held in Room 305, 1252 West Peachtree
Streit NW.

MC 124154 Sub 62, Wingate Trucking Com-
pany, Inc., now assigned April 22, 1975, at
Atlanta, Georgia will be held In Boom 305,
1252 West Peachtree Street NW.

MC 127834 Sub 105, Cherokee Hauling and
Rigging, Inc.; now assigned April 24, 1975;
at Atlanta, Georgia, will be held in Room
305, 1252 West Peachtree Street NW.

MC 130247, Colpitts Travel Agency bf Rhode
Island, now assigned April 15, 1975, at
Providence, Rhode Island, will be held in
Hearing Room, 2nd Floor, Division of Pub-
lic Utilities, 169 Weybosset Street.

MC 139934 Sub 1, Walker Contract Carrier,
Inc., now asigneil May 14, 1975, at Talla-
hassee, Florida, has been postponed to
June 3, 1975 (3 days), at Tampa,' F16rida;
in a hearing room th be designated later.

MC-F-12264, Mayfleld ITraisfer and Storage
Co., Inc.-Purchase (portion)-Fred Ol-
son Motor Service Company,,now assigned

May 5, 1976, at Chicago, II., Is postponed
- to June 6, 1975, at Chicago, Il.
M10 139495 Sub 12, National Carrier, InLo.,

application dismissed.'
MC 139587 Sub 4, Brown Refrigerated E-

press, Inc., application dismised.

[SEAL] ROBER L. OSWALD,
Secretary.

[FR Doc.75-8024 Filed 3-26-75;8:45 am]

FOURTH SECTION APPLICATIONS FOR
RELIEF-

A .cHr 24, 1975.
An application, as summarized below,

has been fied requesting relief from the
requirements of Section 4 of the Inter-
state Commerce Act to permit common
carriers named or described in the ap-
plication to maintain higher rates and
charges at intermediate points than
those sought to be established at more
distant points.

Protests to the granting of an appli-
cation must be prepared in accordance
with Rule 40 of the General Rules of
Practice (49 CFR 1100.40) andflled with-
In 15 days from the" date of publication
of this notice in the FEDERAL REGasTxn.

FSA No. 42959-Joint Water-Rail Con-
tarier Rates-Seatrain International,
S.A. Fled by Seatrain International,
S-. (No. WEE-8), for itself and the
Seaboard Coast Line Railroad. Rates on
general commodities, between rail car-
rier's terminal in Tampa, Florida, and
ports in Europe. Grounds for relief-
Water competition. Tariffs-Seatrain In-
ternational, S., tariffs C.C. Nos. 9,
10, 11, 12, 13, and 14. Rates are published
to become effective on April 21, 1975.

FSA No. 42960-Cereal Food Prepara-
tions Within the Western District. Filed
by Southwestern Freight Bureau, Agent
(No. B--524), for interested rail carriers.
Rates on cereal food preparations, in
carloads, as deserlbed-in the application,
from, to and between points In Colorado-
Utah-Wyoming Committee, Illinois Rate
Committee, Southwestern Freight Bu-
reau and Western Trunk Line Commit-
tee territories. Grounds for relief-Re-
vision in carload rates.

By the Commission.
[SEAL] ROBERT L. OSWALD,

Secretary.
[FR Doc.75-8023 Filed 3-2G-75; 8:45 anm

[Notice No. 2541]

MOTOR CARRIER BOARD TRANSFER
PROCEEDINGS

SMaucr 27, 1975.
Synopses of orders entered by the

Motor Carrier Board of the Commission
pursuant to sections 212(b), 206(a), 211,
312(b), and 410(g) of the Interstate
Commerce Act, and rules and regulations
prescribed thereunder (49 CPR Part
1132), appear below:

Each application (except as otherwise
specifically noted) filed after March 27,
1972, cbntains a statement by applicants

that there will be no significant effect
on the quality of" the humin environ-
ment resulting from approval of the ap-
plication. As provided in the Commis-
slon's Special Rules of Practice any in-
terested person may file a petition seek-
Ing reconsideration of the following
numbered proceedings on or before
April 16', 1975. Pursuant to section 17(g)
of the Interstate Commerce Act, the fil-
ing of such a petition will postpone the
effective date of the order in that pro-
ceeding pending Its disposition. The mat-
ters relied upon by petitioners must be
specified in their petitions with partic-
ularity.

No. MC-FC-75670. By order entered
March 12, 1975, the Motor Carrier Board
approved the transfer to -W. J. Landes,
doing business as Landes Garage, Staun-
tonVa., of the operating rights set forth
in Certificate No. MC 124868, issued De-
cember 21, 1972, to Landes Wieckr Serv-
Ice, Inc., Staunton, Va., authorizing the
transportation of wrecked and disabled
motor vehicles and replacement vehicles
therefor, by use of wrecker equipment
only, in truckaway service, between
.points in Virginia: and between points
in Virginia on the ode hand, and, on the
other, points in Delaware, Georgia,
Maryland (except points in the Balti-
more, Md., Commercial Zone as defined
by the Commission), Nev Jersey, New
York, North Carolina, Pennsylvania,
South Carolina, Tennessee, Vermont,
West Virginia, and the District of Co-
lumbia. Harry J. Jordan, 1000 16th St.
NW., Washington, D.C. 20036, attorney
for applicants.

No. MC-FC-75714. By order of
March 12,1975, the Motor Carrier Board
approved the transfer to Trout Run
Transport, Inc., Trout Run, Pa, of the
operating rights in Certificate No. MC
123663 Issued April 16, 1974, to John H.
Cerquozzl, Williamsport, Pa., authorizing
the transportation of wboden products,
with certain exceptions, from Picture
Rocks, Pa., and points within 1 mile
thereof, to points in New York, Con-
necticut,_ New Jersey, Maryland, and
Delaware. Christian V. Gra, 407 North
Front St., Harrisburg, Pa. 17101, Attor-
ney for applicants.

[SAL] ROBER L OSWALD,
Secretary.

[PR-Doc.75-8025 Filed 3-26-75;8:45 am]

[NotieNo.24]

MOTOR CARRIER, BROKER, WATER CAR-
RIER AND FREIGHT FORWARDER AP-
PLICATIONS M 1

M&cH 21, 1975.
The following applications (except as

otherwise specifically noted, each appli-
cant (on applications filed after March
27, 1972) states that there will be no
significant effect on the quality of the
human environment resulting from ap-
proval of Its application), are governed
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by Special Rule 1100.2471 of the Com-
mission's general rules of practice (49
CFR, as amended), published in the
FEDERAL REGISTER issue of April 20, 1966,
effective May 20, 1966. These rules prb-
vide, among other things, that a protest
to the granting of an application must
be filed with the Commission within 30
days after date of notice of fling of the
application is published in the FEDERAL
REGISTER. Failure seasonably to file a
protest will be construed as a waiver of
opposition and participation in the
proceeding. A- protest under these
Tules should 'comply with section 247
(d) (3) of the rules of practice which
requires that it set forth specifically
the grounds upon which it is made,'
contain a detailed statement of pro-
testant's interest in the proceeding (in-
cluding a copy of the specific portions of
its authority which protestant believes

-to be in conflict with that sought in the
application, and describing in detail the
method-whether by joinder, interline,
or other means-by which protestant
would use such authority to provide all
or part of the service proposed), and
shall specify with particula~ty the facts,
matters, and things relied upon, but shall
not include. issues, or allegations phrased
generally. Protests not in reasonable
compliance with the requirements of the
rules qiay be rejected. The original and
one (1) copy of the protest shall be filed
-with the Commission, and a copy shall
be served concurrently upon applicant's
representative, or applicant if no rep-
resentative is named. If the protest in-
cludes a request for oral hearing, such
requests shall meet the requirements of
section 247(d) (4) of the special rules,
and shall include the certification re-
quired therein.

Section 247(f) of the Commission's
rules of practice further provides that
each applicant shall, if protests to its
application have been fled, and on or
before May 27, 1975, notify the Commis-
sion in writing (1) that it is ready to
proceed and prosecute the application,
or (2) that it wishes to withdraw the ap-
plication, failure in which the applica-
tion Will be dismissed by the Commission.

Further processing steps Cwhether
modified procedure, oral hearing, or
other procedures) will be determined
generally in accordance with the Com-
mission's general policy statement con-
cerning motor carrier licensing proce-
dures, published in the FEDERAL REGISTER
issue of May 3, 1966. This assigriment
will be by Commission order which will
be served on each party of record.
Broadening amendments will not be ac-
cepted after the date of this publication
except for good cause shown, and re-
strictive amendments will not be enter-
tained following publication in the FED-
ERAL REGISTER Of a notice that the pro-
ceeding has been assigned for oral hear-
ing.

1 Copies of Special Rule 247 (as amended)
can be obtained by writing to the Secretary,
Interstate Commerce Commission, Washing-
ton, D.C. 20423.

NOTICES '

No. MC 531 (Sub-No. 309), filed Feb-
ruary 27, 1975. Applicant: YOUNGER
BROTHERS, INC., 490- Griggs Road,
Houston, Tex. 77021. Applicant's repre-
sentative: Mr. Wray E. Hughes (same
address as applicant). Authority sought
to operate as a common carrier, by motor
vehicle, over irregular routes, transpor-
ing: Grape juice, concentrate, in bulk,
in tank vehicles, from Geneva, Ohio, to
Anaheim, Calif.

NoTE.--Common control may be involved.
-If a hearing Is deemed necessary, the appli-
cant requests it be held at Houston, Tex., or
Los Angeles, Calif.

No. MC 4405 (Sub-No. 519), filed
March 3, 1975. Applicant: DEALERS
TRANSIT, INC., 2200 E. 170th Street,
P.O. Box 361, Lansing, 11. 60438. Appli-
cant's representative: Robert E. Joyner,
2008 Clark Tower, 5100 Poplar Ave.,
Memphis, Tenn. 38137. Authority sought
to operate qs a common carrier, by motor
vehicle, over irregular routes, transport-
ing: (1) Trailers, semi-Wailers, and
trailer chassis (except those designed to
be drawn by passenger automobiles), irn
initial movements, in truckaway and
driveaway service, from points in Pike
County, Ohio, to points in the United
States (except Alaska and Hawaii) ; (2)
tractors, in secondary movements, in
drieaway service, when drawing com-
modities named in (1) above in initial
driveaway service, from points in Pike
County, Ohio, to points in Arizona, Ne-
vada, Oregon, and Vermont; (3) truck
and trailer bodies, trailer dolly convert-
ers, and cargo containers, from points
in Pike County, Ohio, to points in the
United States (except Alaska and
Hawaii); and (4) materials and supplies
(except in bulk), and parts used in the
manufacture, assembly and servicing of
the commodities in (1) and (3) above,
from points in Pike County, Ohio, to
points in the United States (except
Alaska and Hawaii).

NoTr.-Common control may be Involved.
If a hearing Is deemed necessary, applicant
requests it be held on consolidated record
with the similar application filed by Arco
Auto Carriers, Inc. at Columbus, Ohio or De-
troit, Mich.

No. MC 6078 (Sub-No. 80), filed Feb-
ruary 24, 1975. Applicant: D. F. BAST,
INC., PO. Box 2288, Allentown, Pa.
18001. Applicant's representative: Bert
Collins, Suite 6193, 5 World Trade Cen-
ter, New York, N.Y. 10048. Authority
sought to operate as a common carrier
by motor vehicle, over irregular routes,
transporting: Commodities, the trans-
portation of which because of size -or
weight requires the use of special equip-
ment, and related materials and supplies
when moing in mixed loads therewith:
(1) between points in the United States
(except Alaska and Hawaii), restricted
to shipments having a prior or subse-
quent movement by water or rail; and
(2) between the plantsite and other fa-
cilities of Sun Shipbuilding Co., at Ches-
ter, Pa., on the one hand, and, on the
other, points in the United States in and
east of Minnesota, Iowa, Missouri, Ar-
kansas, and Texas.

NorE--Common control may be involved.
If a hearing Is deemed necessary, applicant
requests it be held at Washington, D.C.

No. MC 9812 (Sub-No. 2), filed Fcb-
ruary 24, 1975. Applicant: C. F. KOLB
TRUCKING- COMPANY, INC., 1201 St.
George Road, Evansville, Ind. 47711. Ap-
plicant's representative: Edwin J. Sime-
cox, 601 Chamber of Commerce Bldg.,
Indianapolis, -Ind. 46204. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: (1) Plastic resins and
plastic sheets, (except in bulk), from Mt.
Vernon, Ind., to points in Alabama, Ar-
kansas, Florida, Georgia, Illinois, Iowa,
(except Alaska and 'Hawafi), restricted
Kansas, Kentucky, Michigan, Mississippi,
Missouri, Ohio, Pennsylvania, Tennessee,
West Virginia, and Wisconsin; and (2)
packaging and shpping materials, from
Chicago, Ill., St. Louis, Mo., and Louis-
ville, Ky., to Mt. Vernon, Ind., restricted
to traffic originating at or destined to
the plant site and sbipping facilities of
General Electric Company at or near Mt.
Vernon, Ind.

NoTE.-If a hearing Is doemed neccmary,
the applicant requests it bo held at either
Indianapolis, Ind., or Sb. Louis, Mo.

No. MC 16903 (Sub-No. 40), filed
March 5, 1975. Applicant: MOON
FREIGHT LINES, INC., 120 West
Grimes Lane, Bloomington, Ind. 47401,

,Applicant's representative: Walter F.
Jones, Jr., 601 Chamber of Commerce
Bldg., Indianapolis, Ind. 46204. Authority
sought to 'operate as a common carrier,
by motor -vehicle, over irregular routes,
transporting: Stone, marble, granite and
slate, (1) from points in Warren County,
N.Y., to points in Connecticut, Illinois,
Indiana, Maryland, Massachusetts, New
Jersey, Ohio, -Pennsylvania, Rhode Is-
land, Virginia, and the District of Co-
lumbia; and (2) from points in Rutland
County, Vt., to points in Warren County,
N.Y.

NorE-If a hearing is deemed ncce-=zry,
applicant requests it be held at Washington,
D.C. or New York, N.Y..

No. MC 19311 (Sub-No. 29), filed Feb-
ruary 24, 1975. Applicant: CENTRAL
TRANSPORT, INC., 34200 Mound Road,
Sterling Heights, MIch, 48077. Appli-
cant's representative: Robert D. Schuler,
100 West Long Lako Road, Suite 102,
Bloomfield Hills, Mich. 48013. Authority
sought to operate as a common carrier,
by motor vehicle, over regular routes,
transporting: General commodities (ex-
cept those of unusual value, Classes A
and B explosives, household goods as
defined by the Commission, commodities
in bulk, and commodities requiring spe-
cial equipment) serving the plantsite and
facilities of Guardian Industriem Corp.,
located at or near Upper Sandusky, Ohio,
as an off route point in connection with
applicant's authorized regular route op-
erations.

NoTr-Common control may be involved.
If a hearing Is deemed necessary, the appli-
cant requests it be held at Detroit, Mich.

No. MC 28060 (Sub-No. 30), filed Feb-
ruary 24, 1975. Applicant: WILLERS,
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INC., doing business as WILLERS
TRUCK SERVICE, 1400 North Cliff
Avenue, P.O. Box 944, Sioux Falls, S. Dak.
57101. Applicant's representative: Bruce
E. Mitchell, 3379 Peachtree Road; North-
east, Suite 375, Atlanta, Ga. 30326. Au-
thorfty sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Foodstuffs, from
the plantsite and storage facilities uti-
lized by Beatrice Foods at or near Den-
vet, Colo., to points in Nebraska, North
Dakota and South Dakota.

NoE.-If a hearing is deemed necessary,
applicant requests it be held at Denver, Colo.

No. MC 30844 (Sub-N o. 531), filed Feb-
ruary 20, 1975. Applicant: KROBLIN
REFRIGERATED XPRESS, INC., 2125
Commercial Street, Waterloo, Iowa
50702. Applicant's relresentative: Paul
Rhodes (same address as applicant). Au-
thority sought to operate as a commoh
carrier, by motor vehicle, over irregular
routes, transporting: .Meat, meat prod-
ucts, meat by-products and articles dis-
tributed by meat packinghouses, as. de-
scribed in'Sections A and C of Appendix
I to the report in Decriptions in Motor
Carrier Certificates, 61 M.C.C. 209 and
766 (except hides and commodities in
bulk), from the plantsite and storage fa-
cilities of or utilized by Farmland Foods,
Inc., located at or near Crete, Nebr., to
points in Connecticut, Delaware, the Dis-
trict of Columbia, Maine, Maryland,
1Massachusetts, New Hampshire, 'New
Jersey, New York, Pennsylvania, Rhode
Island, Vermont, Virginia and West
Virginia, restri cted to the transportation
of traffic originating at the above origin
and* destined to the above-named desti-
nations.

NoTE.-Commion control may be involved.
If a hearing Is deemed necessary, the appli-
cant requests it be held at Omaha, Nebr., or
Wa hington, D.C. -

No. MC 30844 (Sub-No. 532), filed
February 20, 1975. Applicant: KROBLIN
REFRIGERATED XPRESS, INC., 2124
Commercial Street, Waterloo, Iowa 50702.
Applicant's representative: Paul Rhodes
(same address as applicant). Authority
sought to operate as a common carrier,
by mnotor vehicle, over- irregular routes,
transporting: Meats, meat products, and
meat bry-products, and articles distrib-
uted by packing houses, as described in
Section A and C of Appendix.I t6 the
report in Descriptions in Motor Carrier
Certificate,.61 M.C.C. 209 and 766 (except
hides and commodities in bulk), (a) from
Wichita, Kans., to points in Alabama,
Connecticut, -Delaware, Georgia, Illinois,
Indiana, Iowa, Maine, Maryland, Massa-
chusetts, Michigan, Minnesota, Nebraska,
New Hampshire, New Jersey, New York,
North Carolina, - Ohio,- Pennsylvania,
Rhode Island, South Carolina, Vermont,
Virginia, West Virginia, and Wisconsin;
and (b) from Dodge City, Kans., to
points in Connecticut, Maine, Massa-
chusetts, New Hampshire, New York, and
Rhode Island.

NoTE.-C mmon control may be involved.
If a hearing is deemed necessary, the appli-
cant requests it be held- at either Kansas
City, Mo. or Washington, D.C.

No. MC-35320 (Sub-No. 146), filed
February 20, 1975. Applicant: T. L M. E.-
DC, INC., P.O. Box 2550, Lubbok, Tex.
79408. Applicant's representative: Ken-
neth G. Thomas (same address as appli-
cant). Authority sought to operate as a
common carrier, by motor vehicle, over
regular routes, transporting: General
commodities (except those of unusual
value, Classes A and B explosives, house-
hold goods as defined by the Commission,
commodities in bulk, and commodities
requiring special equipment), serving
Santa Claus, Ind. and points in its com-
mercial zone as "off-route points in con-
nection with applicant's regular route
authority between Louisville, Ky. and
Evansville, Ind.

Norz.-Common control may be involved.
If a hearing Is deemed necessary, applicant
requests It be held at Now York, N.Y.

No.MC 35628 (Sub-No. 371), flledFeb-
ruary 24, 1975. Applicant: INTERSTATE
MOTOR FREIGHT SYSTEM, 134
Grandville, S.W., Grand Rapids, Mich.
49502. Applicant's representative: Ed-
ward Malinzak, 900 Old Kent Building,
Grand Rapids, Mich. 49502. Authority
sought to operate as a common carrier,
by motor vehicle, over regular routes,
transporting: General commodities (ex-
cept those of unusual value, Classes A
and B explosives, household goods as de-
fined by the Commission, commodities in
bulk and those requiring special equip-
ment), serving the site of the Western
Electric Company at the Junction of New
York Highway 422 and Maple Street,
Elma Township (Erie County), N.Y., as
an off-route point in connection with
carrier's regular route operations via
Buffalo, N.Y.

NoTr.-If a hearing Is deemed neceary,
the applicant requests It be Held at Buffalo,

- N.Y., or Detroit, Mich.

No. MC 50307 (Sub-No. 75), filed Feb-
ruary 24,1975. Applicant: INTERSTATE
DRESS CARRIERS, INC., 247 West 35th
Street, New York, N.Y. 10001. Applicant's
representative: Herbert Burstein, One
World Trade Center, New York, N.Y.
10048. Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Wearing
apparel and materials, supplies and
equipment used In the manufacture
thereof, between Frederick, Md., on the
one hand, and, on the other, points in
Hazleton, Bath, Bangor, and Scranton,
Pa.

Nor.-If a hearing Is deemed necessary,
the pplicant requests it be held at Itew
york, N.Y.

No. MC 51146 (Sub-No. 417), fied
February 24, 1975. Applicant: SCHNEI-
DER TRANSPORT, INC., -2661 South
Broadway, Green Bay, Wis. 54304. Ap-
plicant's repirsentative: Nell A. Du-
Jardin, P.O. Box 2298, Green Bay, Wis.
54306. Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: (1) Suck
merchandise, as is dealt In by discount
gnd variety stores (except foodstuffs,
furniture, and commodities in bulk);
and (2) Foodstuffs (exceptJn bulk), and

furniture, in mixed loads, with the com-
modities in (1) above, from the facii- -
ties of S. S. Kresge Company, located at
Savannah, Ga., and points In its Com-
mercial Zone, to the facilities of S. S.
Kresge Company, located at points in
Minnesota and Wisconsin, restricted to
traffic originating at and destined, the
described facilities of S. S. Kresge Com-
pany.

Norm-Common control may be involved.
If a hearing is deemed necessary, the appli-
cant requests It be held at Chicago, I.

No. MC 51146 (Sub-No. 418), filed
February 27, 1975. Applicant: SCHNEI-
DER TRANSPORT, INC., 2661 South
Broadway, Green Bay, Wis. 54304. Ap-
plicant's representative: Nell A. Du-
Jardin, P.O. Box 2298, Green Bay, Wis.
54306. Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: (I) Metal
containers and metal container ends,
and (2) accessories and equipment used
in connection with the manufacture and
distribution of metal containers and
metal container ends, when moving with
metal containers and metal container
ends, from the plant and warehouse sites.
of the National Can Corporation at
Archbold and Zanesville, Ohio, to points
in the United States (except Alaska and
Hawaii), restricted to traffic originating
at the plant and warehouse sites of the
National Can Corporation.

No=.-Common control may be involved.
If a hearing Is deemed necessary, applicant
requests it be held at Chicago, Ill.

No. MC 52460 (Sub-No. 166), filed
February 24, 1975. Applicant: ELE
TRANSPORTATION, INC, 1420 W. 35th
Street, P.O. Box 9515, Tulsa, Okla. 74107.
Applicant's representative: Steve B. Mc-
Commas (same address as applicant).
Authority sbught to operate as a com-
mon carrier, by motor vehicle, over
Irregular routes, transporting: Miat,
meat products, meat by-products, and
articles distributed by meat packing-
houses as described in Sections A and C
of Appendix I to the report in Descrip-
tions in Motor Carrier Certificates, 61
M.C.C. 209 and 766 (except hides and
commodities In bulk), from the plant-
site and storage facilities of or utilized
by Farmland Foods, Inc, located at or
near Crete, Nebr, to points in Arkansas,
Colorado, Illinois, Iowa, Kansas, Loui-
siana, Minnesota, Mississippi, Missouri,
New Mexico, Oklahoma, Tennessee,
Texas, and Wisconsin.

Norn-If a hearing Is deemed necessary,
the applcant requests it be held at Mansas
City, Mo.

No. MC 56244 (Sub-No. 37), filed'
February 24, 1975. Applicant: KUHN
TRANSPORTATION COMPANY, INC,
P.O. Box 98, Rural Delivery No. 2, Gard-
ners, Pa. 17324. Applicant's representa-
tive: John .. Musselman, P.O. Box 1146,
410 North Third Street, Harrisburg, Pa.
17108. Authority sought to operate as a
common carrier, by motor vehicle, over
Irregular routes, transporting: Such-
merchandise as is dealt in by retail,
wholesale and chain grocery food busi-
ness houses (except commodities in bulk
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and frozen foods), from BiglerVille and,
Gardners, Pa., and Inwood, W. Va, to
points in Illinois, 'Indiana, Iowa, Ken-
tucky, Michigan, Missouri, Ohio, Penn-
sylvania, New York, N.Y., Baltimore, Mc,
and points in that part of West Virginia
on and north of U.S. Highway 50.

NoTE.-If a hearing is deemed necessary,
the applicant requests It be -held at either
Harrjsburg, Pa., or Washington, D.C.

No. MC 59117 (Sub-No. 47), filed Feb-
ruary 24, 1975. Applicant: ELLIOTT
TRUCK LINE, INC., 101 East Excelsior,
P.O. Box 1, Vinlta, Okla. 74301. Appli-
cant's representative: Wilburn L Wil-
liamson, 280 National Foundation Life
Bldg., 3535 Northwest 58th, Oklahoma'
City, Okla. 73112. Authority sought to
operate as a common carrier, by motor
vehicle, over irregular routes, transport-
ing: Liquid fertilizer and liquid fertilizer
materials, in bulk, in tank vehicles, from
the plantsite of Agrico Chemical Com-
pany located at or near Verdigris, Okla.,
to points in Arkansas, Kansas, Louisiana,
Missouri and Texas.

No.-r-f a hearing is deemed necessary,
the 'applicant requests it, be held at Dallas,
Tex., or Kansas City, Mo.

No. MC 61445 (Sub-No. 6), filed Feb-
ruary 25," 1975. Applicant: CONTRAC-
TORS TRANSPORT CORP., 5800 Far-
rington Avenue, Alexandria, Va. 22304.
Applicant's representative: Daniel' B.
Johnson, 1123 Munsey Building, 1329 E
Street NW., Washington, D.C. 20004. Au-
thority sought to dperate as a common
carrier, by motor vehicle, over irregular
routes, transporting: (1) Commodities
which because.- of size or weight require
the use of special equipment, handling or
rigging, (2) commodities which do not
require the use of special equipment
when such commodities are accessorial to
or parts of shipments of commodities in
(1) above, and (3) materials, supplies
and equipment used in the erection, in-
stallation, dismantling or removal of
commodities in (1) above, between points
in Delaware, Maryland, West Virginia,
Virginia, the District of Columbia; that
part of North Carolina bounded by the
North Carolina-Virginia state line, the
Atlantic Ocean and Northampton, Hali-
fax, Nash, Edgecombe,?itt, Beaufort and
Hyde Counties, N.C., including points
within such counties; points in Kentucky
in and east of Lewis, Fleming, Rowan,
Morgan, Wolf, Lee, Owsley, Clay, Knox,
and Bell Counties, Ky.; and points in
Hawkins, Washington, Sullivan and
Johnson Counties, Tenn.

NoTE.-Applicant states that the above au-
thority could be joined with the authority
held in MC 61445 (Sub-No. 4) at Troutvllle
or Roanoke, Va. to provide a through service
on commodities which because of size or
weight require the use of special equipment,
handling or ri'gging which are also Iron and
steel articles, from points in the above ter-
ritory, to points in North Carolina, South
Carolina and Tennessee.

If a hearing is deemed necessary, ap-
plicant requests It be held at Washing-
ton, D.C.

No. MC 61592 (Sub-No. 341.), filed Feb-
ruary 24, 1975. Applicant: JENKINS
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TRUCK LINE, INC., P.O. Box 697, Rural
Route 3, Jeffersonvlle, Ind. 47130. Appli-
cant's representative: E. A. DeVine, P.O.
Box 737, 101 First Avenue, Moline, I1l.
61265. Authority sought to operate as a
common carrier, by motor' vehicle, over
irregular routes, transporting: Lumber
and lumber products, wood products and
particle board (except commodities in
bulk), betveen the ports of entry on the
International Boundary line between the
United States and Canada at or near
Blaine, Lynden and Sumas, Wash., on
the one hand, and, on the other, points,
in Oregon and Washington.

Noz.-Common control may be Involved.
.1f a hearing Is deemed necessary, the appli-
cant requests it be held at Seattle, Wash.

No. MC 61592 (Sub-No. 342), filed Feb-
ruary 24, 1975. Applicant: JENKINS
TRUCK LINE, INC., P.O. Box 697, Rural
Route 3, Jeffersonville, Ind. 47130. Ap-
plicant's representative: E. A. DeVine,
P.O. Box 737, 101 First Avenue, Moline,
I. 61265. Authority sought to operate as

-a common carrier, by motor vehicle, over
irregular routes, transporting: (1) Agri-
cultural machinery and equipment and
component parts, from points in Crisp,
Lee and Dougherty Counties, Ga., to
points in the United States (except
Alaska and Hawaii); and (2) component
parts and materials used in the manu-
facture of agricultural machinery and
equipment (except commodities in bulk),
from points in the United States (except
Alaska and Hawaii), to points in Crisp,
Lee, and Dougherty Counties, Ga.

NoTE.-Common control may be Involved.
If a hearing Is deemed necessary, the appli-
cant requests it be held at Atlanta, Ga.

No. MC 65802 (Sib-No: 59), filed
March 3, 1975. Applicant: LYNDEN
TRANSPORT, INC., P.O. Box 433, Lyn-
den, Wash. 98264. Applicant's representa-
tive: James T. Johnson, 1610 IBM Bldg.,
Seattle, Wash. 98101. Authority sought
to operate as a common carrier, by motor
vehicle, over regular routes, transport-
ing: General commodities, between Fair-
banks, Alaska and Prudhoe Bay, Alaska:
From Fairbanks over Alaska Highway 2
to IAvengood, thence over unnumbered.
highway to Prudhoe Bay, and return over
the same route, serving all intermediate
points, and serving all off-route points in
Alaska located within 100 miles of the
unnumbered highway between Livengood
and Prudhoc Bay.

NoE.--If a hearing is deemed necessary,
applicant requests it be held at Anchorage,
Alaska or Seattle, Wash.

No. MC 71459 (Sub-Nd. 48), filed Feli-
ruary 21, 1975. Applicant: 0. N. C.
FREIGHT SYSTEMS, a corporation,
2800 West Bayshore Road, Palo Alto,
Calif. 94303. Applicant's representative:
Martin J. Rosen, 140 Montgomery
Street, San Francisco, Calif. 94104. Au-
thority sought to operate as a common
carrier, by motor vehicle, over regular
routes, transporting: General commod-
ities (except those of unusual value,
classes A and B explosives, householdl
goods as defined by the Commission,
commodities in bulk, and commodities

requiring special equipment), between
Questa, N. Mex. and Albuquerque, N.
Mex.: frqm Questa over New Mexico
Highway 38 to junction U.S. Highway 64,
thence over U.S. Highway 64 to Junction
New Mexico Highway 68, thence over
New Mexico Highway 68 to Junction U.S.
Highway 84, thence over U.S. Highway
84 to junction U.S. Highway 85, thence
over U.S. Highway 85 to Albuquerque, and
return over the same route, serving all
intermediate points and their commercial
zones, and serving the following as off-
route points: Espanola, N. Mex.: the fa-
cility of the Amalla Lumber Company
located eight miles cast and north of
Costilla, N. Mex.; the fecilittes of the
Chad Land Company located approxi-
mately 21/ miles east of the junction of
U.S. Highway 64 and New Mexico High-
way 38; the facility of the Angel Fire
Construction Company located approxi-
mately 3 miles east of the junction of
U.S. Highway 64 and New Mexico High-
way 38; and the facilities of the Angel
Fire Ski Resort and Country Club lo-
cated approximately 4/2/ miles east of
the junction of U.S. Highway 04 and
New Mexico Highway :18.

Norz.-Common control may be involved.
If a hearing is deemed necessary, applicant
requests it be held at Taos or Albuquerque,
N. Mex.

No. MC 71460 (Sub-No. 12), filed Feb-
ruary 19, 1975. Applicant: SOUTHERN
FORWARDING COMPANY, a corpora-
tion, 728 Alston Street, Memphis, Tenn,
38101. Applicant's representative: W. D.
Kirkpatrick, P.O. Box 114, Bowling
Green, Ky. 42101. Authority sought to
operate as a common carrier, by motor
vehicle, over regular routes, transport-
ing: Geraeral commodities. (except those
of unusual value, livestock, Classes A and
B explosives, household goods as defined
by the Commission, commodities In bull,
and those requiring special equipment) :
Serving the plantsite of The Firestone
Tire and Rubber Company, at or near
Nashville, Tenn., as an off-route point in
connection with applicant's presently
authorized routes at Nashville, Tenn.

NoT'.-If a hearing Is deemed necessary,
applicant requqsts It be lield at Nashville,
Tenn.

No. MC 72140 (Sub-No. 65) ,,flcd Feb-
ruary 24, 1975. Applicant: SHIPPERS
DISPATCH, INC., 1216 West Sample
Street, South Bend, Ind. 46619. Appli-
cant's representative: Richard L. An-
drysiak (same address as.appllcant). Au-
thority sought to operate as a common
carrier, by motor vehicle, over regular
routes, transporting: General commodi-
ties . (except those of unusual value,
household goods, as defined by the Com-
mission, Classes A and B explosives,
commodities in bulk and those requiring
special equipment), serving the plant
site and warehouse facilities of the Ford
Motor Company, Romeo, Mich., as an off-
route point in connection with appli-
cant's regular route authority at Detroit,'
Mich.

Nora.--If a hearing Is deemed necessary,
the applicant requests It be held at either
Chicago, Ill., or Washington, D.C..
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No. MC 72140 -(Sub-No. 66), filed. Feb-
ruary 25, 1975. Applicant: SHIPPERS
DISPATCH, INC., 1216 West Sample
Street, South Bend, Ind. 46619. Appli-
cant's representative: Richard L. Andi-
siak (same address as applicant). Au-
thority sought to operate as a common
carrier, by motor vehicle, over regular
routes, transporting: General commodi-
ties (except those of unusual value,
Classes A and. B explosives, household-
goods as defined- by the Commission,
commodities in bulk, and those requiring
special equipment), serving the S. S.
Kresge Company located at Haggerty
and Joy' Roads, Canton Township
(Wayne County), Mich., as an off-route
point in connection with applicant's
regular route operations at Detroit,
Mich. -

NozE.-I a hearing Is deemed necessary,
the applicant requests it be held at Detroit,
Mch., or Washington, D.C.

No. MC 82063 (Sub-No. 57), filed
March 7, 1975.'Applicant: XLIPSCH
HAULING CO., a corporation, 119 East
Loughborough, St. Louis, Mo. 63111. Ap-
plicant's representative: .E. Stephen.
Heisley, Suite 805, 666 11th St. NW.,
Washington, D.C. 20001. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Liquid fertilizer, in bulk,
in tank vehicles, from Forrest City, Ark,
to points in Georgia, Alabama, Missouri,
llinois, Oklahoma, Tennessee, North

Carolina, South Carolina, Texas, Loui-
siana, Florida, Mississippi, Kentucky,
and Arkansas.

Nor-If a hearing is deemed necessary,
-the applicant requests It be held at Mem--

p ,is,Tenn- "

No. -MC -85255 (Sub-No. 56), filed
March A4, 1975. Applicant: PUGET
SOUND TRUCK LINES, INC., P.O. Box
24526, 3720 Airport Way S., Seattle,
Wash. 98124. Applicant's representative:
Clyde L maclver, 1900 Peoples National
Bank Building, 1415 Fifth Avenue,
Seattle, Wash. 98171. Authoritysought to
operate as a, common carrier, by motor
vehicle, over irregular routes, transport-
ing: Metal cans, combination metal and
fibreboard cans, and cai parts: (1) be-
tween points in Muitnomah, Marion,
Hood River, Polk, Lane, Washington
and Clatsop Counties, Oreg., on the one
hand, and, on the other, points in that
part' of Washington in and west of
Okanogan, Grant, Franklin and Walla
Walla Counties; and (2) between points
in Polk County, Oreg., o" the one band,
and, on the other, points in Washington.

NoTr.-Common control may be involved,
If a hearing Is deemed necessary, the appli-
cant requests it be held at Portland, Oreg.
or Seattle,, Wash.

No. MC 95490 (Sub-No. 37), filed Feb-
ruaTry26, 1975-Applicant: UNION CART-
AGE COMPANY, a corporation, 9-A
Southwest Cutoff, Worcester, Mass.
01604. Applicant's representative. Leon-
ard A. Jasklewicz, 1730 M. Street NW.,
Suite 501, Washington, D.C. 20036. Au-
thority sought to operate as a common
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carrier, by motor vehicle, over irregular
routes, transporting: (1) Malt beverages
(beer) and reldted advertising materials;
from. South Volney, New" York, to points
in, Connecticut, Delaware, Maine, Mary-
land, 'asachusetts, New Hampshire,
New Jersey, New York, Pennsylvania,
Rhode Island, Vermont, and the District
of Columbia; and (2) materials, supplies
and equipment used In the manufacture,
sale and distribution of malt beverages,
including returned empty malt bever-
age containers, from points.in Connecti-
cut, Delaware, Maine, Maryland, Mas-
sachusetts, New Hampshire, New Jersey,
New York, Pennsylvania, Rhode Island,
Vermont and the District of Columbia, to
South, Volney, N.Y.

NoXr.-If a hearing Is deemed nece:sary,
applicant requests it be held at Boston, Uasa.
or Washington, D.C.

No. MC 102401 (Sub-No. 19), filed
February 24, 1975. Applicant: TAYLOR
HEAVY HAULING, -INC., 20601 West
Ireland Rd., South Bend, Ind. 46613. Ap-
plicant's representative: Walter P.
Jones, Jr., 601 Chamber of Commerce
Bldg., Indianapolis, Ind. 46204. Author-
ity sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Insulated pipe
maniwle containers and fittings, attach-
ments and accessories used in the In-
stallation and manufacture thereof, be-
tween Niles, Mich., on the one hand,
and, on the other, points in Illinois,
Indiana, Kentucky, Missouri, Ohio, Ten-
nessee, West Virginia and Wisconsln,
restricted to traffic originating at or
destined to the plant site of Ric-Wl,
Incorporated, located at or near Niles,
Mich.; and further restricted to traffic
which because of size or weight requires
the use of special equipment or special
handling.

Nor.-I a hearing Is deemed neceasary,
the applicant requests It be held, at either
Cleveland. Ohio, or Washington, D.C.

No. MC 105733 (Sub-No. 51), filed
February 21, 1975. Applicant: EL X.
RITTER TRUCKING CO, INC, 928
East Hazelwood Avenue, Rahway, NJ.
07065. Applicant's representative: Ches-
terA. Zyblut, 1522 K Street NW., Wash-
ington, D.C. 20005. Authority sought to
operate as -a commo carrier, by motor
vehicle, over irregular routes, transport-
ing: Solvents and petro-chemlcals, in
bulk, in tank vehicles, from Staten
Island, N.Y., to points in Louisiana, Ala-
bama, Florida, Texas, Mississippi, Geor-
gia, North Carolina, South Carolina,
Kentuck-y, West Virginia, Pennsylvania,
Ohio, Michigan. and Illinois, restricted
to traffic having a prior movement in
foreign commerce.

NOm;.-If a hearing Is deemed necessary,
the applicant requests It be held at Nov
York, N.Y., or Washington, D.C.

No. MC 106674 (Sub-No. 160), filed
February 19, 1975. Applicant: SCHILM
MOTOR LINES, INC., P.O. Box 123,
Remington, Ind. 47977. Applicant's rep-
resentative: Jerry L. Johnson (same ad-
dress as apilicant). Authority sought
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to operate as a common carrier, by motor
vehicle, over irregular routes, transport-
ing: (1) Foodstuffs, non-frozen,-from.
the plantsite of the Morgan Packing
Company located at or near Austin, Ind.,
to points in Oklahoma. and Texas, re-
stricted against commodties in. bulk;
and (2) flour, prepared m7ies, and bases
for prepared mixes, In containers, from
East St. Louis, and Millstadt, IlI. to
points n Alabama, Florida, Georgia,
Lou'siana, Mississippi, and Texas.

Norr-If a hearing Is deemed necessary,
the applicant requeuts It be held at Chicago,
11. or Indianapols. Ind.

No. MC 106674 (Sub-No. 161), filed
February 24, 1975. Applicant: SCH=
MOTOR LINES, INC., P.O. Box 123.
Remington, Ind. 47977. Applicant's rep-
resentative: Jerry L. Johnson- (same ad-
dress as applicant). Authority sought
to operate as a common carrier, by mo-
tor vehicle, over irregular routes, trans-
porting: Building, 'wall, or insulating
boards and accessories, from the plant-
site and facilities of Grefco, Inc, Divi-
sion of General Refractories at Florence,
Ky., to points in Illinois, Indiana, and
St. Louis, Mo.

Norn-If a bearing is deemed necessary,
the applicant requesta it be held at either
Chicago, III, or Indianpoll, 1nd.

No. MC 107993 (Sub-No. 36), filed
February 26. 1975. Applicant: J. J.
WILLIS TRUCKING COMPANY, a
corporation, P.O. Box 5328, Terminal
Station, Dallas, Tex. 75222. Applicant's
representative: J. G. Dalf, Jr, 1111 E
Street NW., Washington, D.C. 20004.
Authority sought to operate as a common
carrier, by motor v~hicle, over irregular.
routes, transporting: Buses, self-pro-'
pelled and n6n-self-propelled, and re-
lated parts, from points in Los Angeles
County, Calif., to points in Arizona,
Arkansas, Colorado, Kansas, Louisiana,
Nevada, New'Mexico, Texas, and Utah.

Nom.-IZ a bearing 13 deemed necessary.
applicant requests it be held at Los Angeles,
Calif.

No. MC 108382 (Sub-No 24), filed
February 18, 1975. Applicant: SHORT
FREIGHT LINES, INC, 459 South River
Road, Bay City. Mich. 48706. Applicant's
representative: Michael M. Briley. 300
Madison Avenue, Toledo, Ohio 43604
Authority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Automobile parts
and accessories and valets. tubs, b ,
rac7s and trays used in the transporta-
tion of automobile parts and accessories.
between the plantsite and facilities of
Hancock Industries, Inc, located at or
near" Roscommon. Mich., on the one
hand, and, on the other, Indianapolis.
and New Castle, Ind.

Nora--Common control may he involved.
If a hearing in deemed necessary, the ap-
plicant requests It be held at Toledo, Ohio or
Washington. D.C. -

No. MGC 108449 (Sub-No. 384), filed
February 24,1975. Applicant: INDIANA-
HEAD TRUCK LINES, INC_ 1947 West
County Road C, St. Paul, Mlnn. 55113.
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Applicant's representative: W. A. Myllen-
beck (same address as applicant). Au-
thority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Sugar, from the
plantsite and warehouse facilities of
Southern Minnesota Beet Sugar Coop.,
at or near Renville, Minn., to points in
Minnesota, Iowa, Wisconsin and Illinois.

NoTs.-Common control may be involved.
If a hearing is deemed necessary, the ap-
plicant requests it be held at St. Paul, Minn.,
or Chicago, Ill.

No. MC 109708 (Sub-No. 62), filed
February 28, 1975. Applicant: INDIAN
RIVER TRANSPORT CO., doing busi-
ness as INDIAN RIVEi4 TRANSPORT,
INC., P.O. Box 966, Okeechobee, Fla.
33472. Applicant's representative: James
E. Wharton, 17th Floor, CNA Bldg., P.O.
Box 231, Orlando, Fla. 32802. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: (A) Citrus products, in
bulk, in tank vehicles, from points in
Florida, to points in Alabama; Arkansas,
Connecticut, Delaware, Georgia, Illinois,
Indiana, Iowa, Kansas, Kentucky, Loui-
siana, Maine, Maryland, Masachusetts,
Michigan, Mississippi, Missouri, New
Hampshire, New Jersey, New York, North
Carolina, Ohio, Oklahoma, Pennsylvania,
Rhode Island, South Carolina, Tennessee,
Texas, Vermont, Virginia, West Virginia,
Wisconsin, Minnesota, South Dakota,
North Dakota, Nebraska, and California;
and (B) Alcoholic beverages, in bulk, in
tank vehicles, from Miami and Ft. Pierce,
Fla., to points in California.
.Nor.-If a hearing is deemed necessary,

the applicant requests it be held at Orlando,
,Tampa, or Jacksonville, Fla.

No. MC 110567 (Sub-No. 8), filed
March 3, 1975. Applicant: SOONER
TRANSPORT CORPORATION, a cor-
poration, Third at Keosauqua Way, P.O.
Box 855, Des Moines, Iowa 50309. Ap-
plicant's representative: E. Check (same
address as applicant). Authority sought
to operate as a common carrier, by mo-
tor vehicle, over irregular routes, trans-
porting: Liquid fertilizer and liquid fer-
tilizer materials, in bulk, in tank vehicles,
from the plantsite of Agrico Chemical
Company at or near Verdigris, Okla., to
points in Arkansas, Kansas, Louisiana,
Misouri and Texas.

NoTn.-Common control may lSe involved.
It a hearing Is deemed necessary, applicant
requests it be held at either Kansas City,
Mo. or Dallas, Tex.

No. MC 111375 (Sub-No. 73), filed
March 3, 1975. Applicant: PIRKLE RE-
FRIGERATED FREIGHT LINES, INC.,
P.O. Box 3358, Madison, Wis. 53704. Ap-
plicant's representative: Charles E. Dye

'(same address as applicant). Authority
sought to operate as a common carrier,
by motor vehicle, over irreguluar routes,
transporting: Dairy products and pizza
topping, from points in California, to
points in Illinois, Indiana, Michigan,
Minnesota, Nebraska and Wisconsin."

NoTE.-If a hearing is deemed necessary,
applicant requests It be held at either Den-
ver, Colo. or Chicago, Ill.

NOTICES

No. MC 111401 (Sub-No. 444), filed sentative: John D. Herbert (same address
March 3, 1975. Applicant: GROEN- as applicant). Authority sought to oper-
DYKE TRANSPORT, INC., 2510 Rock ate as a common carrier, by motor ye-
Island Blvd., P.O. Box 632, Enid, Okla. hicle, over irregular routes, transporting:
73701. Applicant's representative: Alvin (1) Road building., earth moving, con-
J. Meiklejohn, Jr., Suite 1600 Lincoln struction equipment, cranes and attach-
Center, 1660 Lincoln Street, Denver, Colo. ments, accessories, and parts of sttch
8D203. Authority sought to operate as a commodities; and (2) parts, materials,
common carrier, by motor vehicle, over and supplies used in construction of Items
irregular routes, transporting: (1) Dried in (1) above, between the plantsites and
distillers solubles, in bulk, from Atchison, warehouse facilities of Grove Manufac-
Kans., to Oklahoma City, Okla.; (2) soy- warehouse facilities of Grove Manufac-
,bean meal, inbulk, from Fredonia, Kans., Pa., on the one hand, and, on the other,
to Oklahoma City, Okla.; (3) wheat mid- points In the United States Including
dlings, in bulk, from Wichita, Kans., to Alaska, but excluding Hawaii.
Oklahoma City, Okla.; and (4) inedible NoT.-Common control may be Involved.
tallow, in bulk, in tank vehicles, from If a hearing is deemed necessary, appliant
Las Cruces, N. Mex., to points in Texas. requests it be held at either Washington, D.C.

,Nor.-If a hearing Is deemed necessary, or Philadelphia, Pa.

the applicant requests it be held at either No, MC 112822 (Sub-No. 368), filed
Dallas, Tex., or Oklahoma City, Okla. Feb. 28, 1975. Applicant: BRAY LINES

No. Y-__ 111545 (Sub-No. 212), fied INCORPORATED, 1401 N. Little Street,
March 3, 1975. Applicant: HOME- P.O. Box 1191, Cushing, Okla. 74023. Ap-
TRANSPORTATION COMPANY, INC., plicant's representative: Charles D. Mid-
1425 Franklin Road, Marietta, Ga. 30062. kiff (same address as applicant). Au-
Applicant's representative: Robert E. thority 'sought to operate as a common
Born, P.O. Box 6426, Station A, Marietta, carrier, by motor vehicle, over Irregular
Ga. 30062. Authority sought to operate routes, transporting: Liquid fertilizer
as a common carrier, by motor vehicle, 'and fertilizer materials, In bulk, and In
over irregular routes, transporting: Plas- -tank vehicles, from the plantsite of Agrico
tic pipe, and valves, fittings, and cou- Chemical Company, at or near Verdigris,
plings, from the plantsite or shipping fa- Okla., to points In Arkansas, Kansas,
cilties of SEDCO Company at or near Louisiana, Missouri, and Texas.
Auburndale, .Fla., to points in Alabama, NoTE.-If a hearing is deemed necessary,
Connecticut, Georgia, Illinois, Louisiana, applicant requests It be hold at OkIahonia
Massachusetts, Michigan, Missouri, Ne- City, Okla.
braska, New York, North Carolina, Ohio,
Pennsylvania, South Carolina, Tennes- No. MC 112989 (Sub-No. 41), filed
see, Texas and Virginia. February 20, 1975. Applicant: WEST

COAST TRUCK LINES, INC., Route 4,
NoTE.-If a hearing is deemed necessary, Box 194-R, Eugene, Oreg. 97405. Appli-

applicant requests it be held at either cant's representative: Michael D, Crew,
Tampa or Miami, Fla. 620,Blue Cross Bldg., 100 S. W. Market

No. MC 111729 (Sub-No. 518), filed St., Portland, Oreg. 97201. Authority
February 19, 1975. Applicant:,PUROLA- sought to operate as a common carrier,
,TOR COURIER CORP., 2 Nevada Drive, by motor vehicle, over Irregular routes,
Lake Success, N.Y. 11040. Applicant's rep- transporting: Crushers, crusher attach-
resentative: John M. Delany (same ad- ments, crusher parts, crusher attach-
dress ,as applicant). Authority sought to ment parts, and equipment used in con-
operate as a common carrier, by motor junction with crushers, from points In
vehicle, over irregular routes, transport- Lane County, Oreg., to points In the
ing: (1) Exposed and processed film and United States, Including Alaska but e-
prints, complimentary replacement film, eluding Hawaii.
incidental dealer handling supplies, and NoTr.-Xf a hearing Is deemed necessary,
advertising material (except motion pic- applicant requests it be held at Portland,

ture film used primarily for commercial Oreg.
theater and television exhibition), be2 No. MC 113362 (Sub-No. 282), filed
tween Dallas, Tex., on the one hand, and, March 3, 1975. Applicant: ELLSWORTH
on the other, points in New Mexico; (2) FREIGHT LINES, INC., 310 East Broad-
ophthalmic goods, from Dallas, Tex., toEnid, Muskogee, Oklahoma City, and way, Eagle Grove, Iowa 50533. Appli-,

andd, (3)kog, O u is pa , cant's representative: Raymond W. Bllg-
Tulsa, Okla.; and acounting media worth, P.O. Box 227, Seneca, Pa. 16346.
of all kinds, from Dallas, Tex., to Enid, Authority sought to operate as a common

OklahfomDas, CT, a n s, carrier, by motor vehicle, over Irregular
,Muskogee, Oklahoma City, and Tulsa, routes, transporting: Candy and conlec-
Okla. tionery, from the plant site and storage

Nor.-Common control may be Involved, facilities of Confectionery Consolidators
Applicant holds contract carrier authority in Inc., located at Linden, N.J., to points
MC 112750 and Subs thereunder, therefore in Pennsylvania, Ohio, Michigan, Indi-
dual operations may be involved. If a hearing
Is deemed necessary, applicant requests it be ana, Illinois, Iowa, Minnesota, Missouri

held at Dallas, Tex. and Wisconsin.

No. MC 112304 (Sub-No. 96), filed. Nor.--f a hearing Is doomed necessary,
February 27, 1975. Applicant: ACE DO- the applicant requests it be held at olther

ra HAULING2 RIGGIG CO, an AC rO- Washington, D.C., or NeW York, N.Y.RAN HAULING & RIGGING CO., a cor-
poration, 1601 Blue Rock Street, Ci- No. MC 113362 (Sub-No. 283), filed
cinnati, Ohio 45223. Applicant's repre- March 3, 1975. Applicant: ELLSWORTU
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FREIGHT LINES, INC., 310 East Broad-
way, Eagle Grove, Iowa 50533. Appli-
cant's representative: Raymond W. Ells-
worth, P.O. Box 227, Seneca, Pa. 16346.
Authority sought to operate as a common
carrier, by motor vehicle; over irregular
routes, transporting: Candy and bonec-
tionery, from the plant site and, storage
facilities of Henry Heide Candy Co,.lo-
cated at New* Brunswick, N.J., to points
in Ohio, Michigan and Pennsylvania.

Nora.IC a hearing Is deemed necessary,
the applicant requests it be held at either
Washington, D.C., or New York, N.Y.

No. MC 113410 (Sub-No. 93), filed
February 24, 1975. Applicant: DAHLEN
TRANSPORT, INC., 1680 Fourth Ave.,
Newport, Minn. 55055. Applicant's rep-
resentative: LeonardA. Jaskiewicz, 1730
M Street NW., Washington, D.C. 20036.
Authority sought to operate as a common
carrier, by motor vehicle, over irregular
routes; transporting: Sugar, in bulk,
from Hillsboro and Wahipeton, N. Dak.,
to points in Iowa, Minnesota and Wis-
consin.

Nom.--Common control may be involved.
If a hearing is deemed necessal-y, the appli-
cant requests it be- held at either Minne-
apolis or St. Paul; Mi-nn.

No. MC 113828 (Sub-No. 227), filed
February 24, 1975. Applicant: O'BOYLE
TANK LINES, INCORPORATED, P.O.
Box 30006, Washington, D.C. 20014. Ap-
plicants representative: William P. Sul-
livan, Federal Bar Building West, 1819
H Street NW., Washington, D.C. 20006.
Authority sought to-operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Liquefted petroleum
gas, between the facilities of the Caro-
lin. Pipeland Company at or near Tir-
zah (York County), S.C, on the one
hand, and, on the other, points in Vir-
ginia, North Carolina and South Caro-
lina . -

ov.-I a hearing is deemed necessary,
applicant requests itbe held at Washington,
D.C.

No. MC 116077 (Sub-No. 365), filed
February 24, 1975, Applicant: ROBERT;-
SON TANK LINES, INC:, 2000 West Loop
South. Suite 1800; Houston, Tem 7-7027.
Applicant's representative: Pat H.
Robertson, P.O. Box 1945, 500 West Six-
teenth St., Austin, Tex. 78767. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: (1) Liqui&sulphurtrioxide,
in bulk, in tank vehicles, from Houston,
Tex.,to points in Ohio, Michigan, Illinois,
Georgia, New Jersey, Pennsylvania and
Washington; and (2) Salt Cake, in bulk,
from Weeks, La., to points in Florida.

No.--lf a hearing Is- deemed necessary,
the applicant requests it be held at either
Dallas, Tex., or New Orleans, La.

No.MC 117068 (Sub-No. 42), filed Feb-
ruary 24, 1975. Applicant: MIDWEST
SPECIALIZED TRANSPORTATION,
INC. P.O. Box: 641, North Hwy. 63,
Rochester, Minn. 55901. Applicant's rep-
resentative:-Paul F. Sullivan, 711 Wash-
ington Bldg., Washington, D.C. 20005.
Authority sought to operate as a common

carrier, by motor vehicle, over. Irregular
routes, transporting: Materials and sup-
plies used in the manufacture of hydrau-
lic excavators (except commodities In
bulk and commodities which because of
size or weight require special equipment),
from points in Mlibgan, Illinois, Indi-
ana, and Wisconsin to Winona, Minn.

NoTE.-If a-hearing Is deemed necesary,
the applicant requests it be held at either
Chicago, III., or Washington, D.C.

No. MC 117008 (Sub-No. 43), filed
February 14,. 1975. Applicant: =ID-
WEST SPECIALIZED TRANSPORTA-
TION, INC., P.O. Box 6418, North High-
way 63, Rochester, MAlnns 5590L Appli-
cant's representative: Paul F. Sullivan,
711 Washington Bldg., Washington, D.C.
20005. Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: (a) com-
pressors; (b) cranes and excavators; (c)
paving, road construction and mainte-
nance machinery and equipment; and
(d) rock drills, from Michigan City,
Mich., Lexington and Bowling Green,
Ky., Mattoon, Ill. and Claremont, N.H.,
to points in Minnesota.

Noz.-If a hearing Is deemed nece=Mr,
the applicant requests It be held at Chicago,

L, or MinneapollA, Ailna.

No. MC 119176 (Sub-No. 13), filed Feb.
24, 1975. Applicant: THE SQUAW
TRANSIT COMPANY, a corporation,
P.O. Box 9368, Tulsa, Okla. 74107. Appli-
cants representative: Clayte Binlon,
1108 Continental Life Building, Fort
Worth, Tex. 76102. Authority sought to
operate as a common carrier, by motor
vehicle, over Irregular routes, transport-
ing: Off-liighwas ehficles. and parts,
attachments, materials and accessories,
for off-highway vehicles, betweensTulsa,
Okla., on the one hand, and, on the other,
points in Oklahoma, Colorado, Kansas,
Nebraska, Arkansas, Illnois,' Indiana,
Kentucky, Louisiana, Missouri, New
Mexico, Ohio, Texas, Michigan, Nevada,
Tennessee, Alabama, Georgia, Florida,
Mississippi, and ports of entry on the In-
ternational Boundary line between the
United States and Canada in Montana
and North Dakota, restricted to ship-
merts originating at or destined to, the
facilities of Unit Rig and Equipment
Company, at Tulsa, Okla.

Norz.-I a hearing Is deemed neceary,
applicant requests It bo held at either Tula
or Oklahoma CIty, Okla.

No. MC 119726 (Sub-No. 53), filed
Feb. 27, 1975. Applicant: NAB. TRUCK-
ING CO., INC., 3220 Bluff Road, Indian-
apolis, Ind. 46217. Applicant's represent-
ative: H. Frederick Heller (same address
as applicant). Authority sought to
operate as a common carrer, by motor
vehicle, over irregular routes, transport-
Ing: Medical care products and mate-
rials, equipment and supplies, used in the
manufacture or preparation of medical
care products, betwedn points In North
Dakota, South Dakota, Nebraska, Kansas,
Oklahoma, Texas, Minnesota, Iowa, Mis-
souri, Arkansas, Louisiana, Wisconsin,
Michigan, Illinois, Indiana, Ohio, Penn-

sylvani, Kentucky, West-Virginia, Vir-
ginia, Tennessee, North Carolina, South
Carolina, Mississippi, Alabama, Georgi,%
and Florida.
Zzom--f a hearing is deemed ne essary,

applcant reque-t3 it be held at Indianapolis,
Mad, Chicago, I0, or Washington, D.C.

No. MC 119726 (Sub-No. 55), filed
February 19, 1975. Applicant: N.A.B.
TRUCEIG CO., INC., 3220 Bluff Rd.
Indianapolis. Ind. 46217. Applicant's rep-
resentative: H. Frederick Heller (same
addres as applicant). Authority sought
to operate as a common carrier, by
motor vehicle, over irregular routes,
transporting: Household and commercial.
appliances, parts, accessories. and at-
tachments for household and commercial
appliances. from -Ripon, Wis, Searcy.
Ark., and Bensenville, 1, to points in
North Dakota, South Dakota, Nebraska,
Kansas, Oklahoma, Texas, Minnesota,
Iowa, Missouri, Arkansas, Louisiana,
Wisconsin, Illinois, Michigan, Indiana.
Ohio, Kentucky, Pennsylvania, West Vir-
ginia, Virginia, Tennessee, North Caro-
lina, South Carolina, Mississip Ala-
bama, Georgia, and florida.

N os.-If a hearing is deemed necessary,
the applicant requests it be held at either
Indlanapolis, Ind., or MiLwaukee, WIs.

No. MC 119934 (Sub-No. 202), filed
February 24, 1975. Applicant: ECOFF
TRUCKING, INC, 625 East Broadway,
Fortvlle, Ind. 46040. Applicant's repre-
sentative: Robert W. Loser 31, 1009
Chamber of Commerce Bldg.,. Indian-
apolis, Ind. 46204. Authority sought to
operate as a common carrier, by motor
vehicle, over irregular routes, transpozt
Ing: Molasses and blends in bulk, in tank
vehicles, from New Orleans, La, and
points within 15 miles thereof, to points
in Alabama, Arkansas. Colorado, Idaho,
Illinols, Maryland, Michizan, Mississippi,
and Wisconsin.

Torz,--Applacant holds contract carrier
authority In MC 128161 and Sub 1. therefore
dual operation5 taay be Involved. Common
control ay be involved. If a hearing is
deemed necesary, the applicant requests it;
be held at either Indlanapolis Ind . or New
Orleans, La.

No. MC 120737 (Sub-No. 30), filed
February 18, 1975. Applicant: STAR DE-
I-VERY & TRANSFER. INC., P.O. Box
39, Canton, 33L 61520. Applfcant's repre-
sentate: Donald W. Smith. Suite 2465,
One Indiana Square. Indianapolis, Ind.
46204. Authority sought to operate as a.
common carrer, by motor vehicle, over
Irregular routes, transporting: ,aterials,
equipment and supplie, used in the
manufacture and distribution of ag-A-
cultural marbhnery, Implements and
parts as described in Appendix XIrto the
report In Descriptions in. M tor Carrier
Certificates, 61 M.C.C. 209, from Points in
Wisconsin, M chigan, Iowa, Missouri,
Mississippl, Alabama, Georgia, Illinois,
Tennessee. Indian, Ohio. Pennsylvania,
Virginia, North. Carolina, South Caro-
lina, Kentucky. Minnesota, and Ne-
braska, to the plantsite and warehouse
facilities of International Harvester
Company at Canton, IL
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Nors.-If a hearing is deemed necessary,
the applicant requests it be held at Chicago,
IlL.

N6: MC 124692 (Sub-No. 145), filed
February 24,1975. Applicant: SAMMONS
TRUCKING, a corporation, P.O. Box
4347, Missoula, Mont. 59801. Applicant's
representative: James B. Hovland, 425
Gate City Building, Fargo, N. Dak. 58102.
Authority sought to operate as a com-
mon carrier, by motor vehicle, over ir-
regular routes, transporting: Iron and
steel articles, from Duluth, Minn., to
points in North Dakota, South Dakota,
Nebraska, Idaho, Oregon, Washington,
Utah, Montana, Wyoming, Wisconsin,
Michigan, Indiana, Ohio, Iowa, Illinois,
and Minnesota.

NoT.-Common control may be involved.
If a hearing is deemed necessary, applicant
requests it be held at St. Paul, Minn.

No. MC 125120 (Sub-No. 5), filed Feb-
ruary 21, 1975. Applicant: TWIN STATE
SAND & GRAVEL CO., INC., Elm Street,
West Lebanon, N.H. 03784. Applicant's
representative: E. Stephen Heisley, Suite
805, 666 Eleventh St. NW., Washington,
D.C. 20001. Authority sought to operate
as a contract -arrier, by motor vehicle,
over irregular routes, transporting: Rock
salt, in bulk, between points in 'New
Hampshire and points in Vermont, re-
stricted to the transportation of traffic
moving under a continuing contract or
contracts with Cargill, Incorporated, of
Minneapolis, Minn., and International
Salt Company.

NoTr.-If a hearing is deemed necessary.
the applicant requests it be held at either
Concord, N.H., or Montpelier, Vt.

No. MC 1254174 (Sub-No. 46), fied
March 3, 1975. Applicant: BULK HAUL-J
ERS, INC., P.O. Box 3601, Wilmington,
N.C. 28401. Applicant's representative:
Elliott Bunce, 618 Perpetual Building,
Washington D.C. 2000A. Authority sought
to operate as a common carrier, by motor
vehicle, over Irregular routes, transport-
ing: Contaminated ethylene glycol, in
bulk, in tank vehicles, between the plant-
site of Fiber Industries, Inc., at or near
Darlington, S.C., on the one hand, and,
on the other, the plantsite of Fiber In-
dustries, Inc., at or near Fiberton, N.C.

Xori.--Common control may be involved.
If a hearing is deemed necessary, applicant
requests it be held at Washington, D.C.

No. MC 125687 (Sub-No. 15), filed Feb-
ruary 26, 1975. Applicant: EASTERN
STATES TRANSPORTATION, INC,
1060 Lafayette Street, York, Pa. 17405.
Applicant's representative: S. Harrison
Kahn, Suite 733 Investment Building,
Washington, D.C. 20005. Authority sought
to operate as acommon carrier, by motor
vehicle, over irregular routes, transport-
Ing: (1) Malt beverages and related ad-
vertising materials, from South Volney,
N.Y., to points in Connecticut, Delaware,
the District of Columbia, Maryland, Mas-
sachusetts, Maine, New Hampshire, New
Jersey, New York, Pennsylvania, Rhode
Island, and Vermont; and (2) materials,
supplies, and equipment used in the man-
ufacture, sale, and distribution of malt
beverages, including returned empty malt

INOTICES

beverage containers, from points in Con-
necticut, Delaware, the District of Co-
lumbia, Maryland, Massachusetts, Maine,
New Hampshire, New Jersey, New York,
Pennsylvania, Rhode Island, and Ver-
mont, to South Volney, N.Y.

Nor.-If a hearing :Is deemed necessary,
the applicant requests i be held at Wash-
ington, D.C.

No. MC 126739 (Sub-No. 10), filed
February 21, 1975. Applicant: MAHNEN-
SMITH TRUCKING SERVICE, INC.,
Van Buren, Ind. 46991. Applicant's
representative: Robert W. Loser II 1009
Chamber of Commerce Building,
Indianapolis, Ind. 46204. Authority
sought to operate as a contract carrier,
by motor vehicle, over irregular routes,
transporting: (1) Popcorn packaged
with cooking oil, and (2) popcorn,
exempt from economic regulation under
Section 203(b) (6) of the Interstate
Commerce Act, when transported in
mixed shipments with popcorn packaged
with cooking oil, from the plant site and
warehouse facilities of Weaver Popcorn
Company, Inc., located at or near Van
Buren, Ind., to points in Connecticut,
Illinois, Iowa, Kansas, Kentucky, Maine,
Maryland, Massachusetts, Michigan,
Missouri, New Hampshire, New Jersey,
New York, Ohio, Pennsylvania, Rhode
Island; Tennessee, Vermont, Virginia,
West Virginia, and Wisconsin; (3)
commodities used or useful in the proc-
essing, storage, and packaging of pop-
corn; and, (4) Popcorn, exempt from
economic regulation under Section
203(b) (6) of the Interstate Commerce
Act, when transported in mixed ship-
ments with commodities used or useful
in the processing, storage, and packaging
of popcorn, between the plant site
and warehouse facilities of Weaver Pop-
corn Company, Inc., located at or near
Van Buren, Ind., on the one hand, and,
on the other, the plant site and ware-
house facilities of Weaver Popcorn
Company, Inc., located at or near Ulysses,
Kans., and Murray, Ky.; (5) commodi-
ties used in or useful in the processing,
storage, and packaging of popcorn, from
points in Michigan, Ohio, Illinois, and St.
Louis, Mo., to the plant site and ware-
house facilities of Weaver Popcorn
Company, Inc., located at or near Van
Buren, Ind., under a continuing contraict,
or contracts, with Weaver Popcorn Com-
pany, Inc.

NoTE.-If a hearing Is deemed necessary,
applicant requests it be held at Indianapolis,
Ind., or Chicago, Ill.

No. MC -128086 (Sub-No. 5), filed
February 28, 1975. Applicant: A & M
HAULING, INC., 2024 Trade Street, P.O.
Box 1027, Missoula, Mont.. 59801. Appli-
cant's representative: W. E. Seliski
(same address as applicant). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Pre cut log buildings
knocked down, and materials and sup-
plies used in the construction and erec-
tion thereof, from the facilities of Real
Log Homes, Inc., located at or near

Missoula, Mont., to points in and west
of Ohio, Kentucky, Tennessee, Arkansas,
and Texas.

NorS.-Common control may he involved.
If a hearing Is deemed necessary, the ap-
plicant requests it be held at either Missoula,
Billings, or Helena, Mont., or Spokane or
Seattle, Wash., or Portland, Oreg.

No. MC 128273 (Sub-No. 167), filed
January 6, 1975. Applicant: MID-
WESTERN DISTRI3UTION, INC., P.O.
Box 189, Fort Scott, Kans. 66701.*Appli-
cant's representative: Harry Ross (same
address as applicant). Authority sought
to operate as a common carrier, by
motor vehicle, over irregular routes,
transporting: Home laundry washers and
dryers, refrigerator,,, freezers, ranges,
ovens, range hoods, dish washers, gar-
bage disposers, waste compactors,
room air conditioners, cooking surface
units and other household appliances and
parts and accessories for household
appliances, from Loulsviile and Ap-
pliance Park, Ky., to points in Montana,
.Wyoming, Colorado, New Mexico,
North Dakota, South Dakota, Ne-
braska, Kansas, Minnesota, Iowa,
Missouri, Arkansas, Wisconsin, Illinois,
Indiana, Ohio, West Virginia, Penn-
sylvania, New York, Maryland, and
Tennessee.

Nors.-If a hearing is deemed -necessary,
applicant requests It be held at Loulsvillo,
Ky.

No. MC 128273 (Sub-No. 175), filed
February 21, 1975. Applicant: MID-
WESTERN DISTRIBUTION, INC., P.O.
Box 189, Fort Scott, Kans. 66701. Appli-
cant's representative: Harry Ross, 1403
S. Hortoh St., Fort Scott, Kans. 66701,
Authority sought to operate as a com-
mon carrier, by motor vehicle, over
irregular routes, transporting: Electrical
and mechanical apparatus, parts and
accessories for electrical and mechanical
apparatus, and such other merchandise
as Is dealt in by hardware distributors
and/or industrial supply houses, from
the plantsite and storage facilities of W.
W. Grainger, Inc., located at Benson-
ville, Chicago, and Elk Grove Village, Ill.,
to points in Minnesota, North Dakota,
South Dakota, Iowa, Nebraska, Kansas,
Missouri, Oklahoma, Arkansas, Louisi-
ana, and Texas.

NoE.--If a hearing Is deemed necessary,
the applicant requests it be held at either
Washington, D.C., or Chicago, Ill.

No. MC 128273 (Sub-No. 177), filed
February 19, 1975. Applicant: MID-
WESTERN DISTRIBUTION, INC., P.O.
Box 189, Fort Scott, Kans. 66701. Appli-
cant's representative: Harry Ross, 1403
S. Horton St., Fort Scott, Kans. 66701,
Authority sought to operate as a com-
mon carrier, by motor vehicle, over
irregular routes, transporting: Petro-
leum and petroleum products, vehicle
body sealer, sound deadener compound,
and related advertising materials and
supplies when shipped with one or more
of the other commodities (except com-
modities in bulk), from Bradford,
Petrolla, Emlenton, Rouseville, Karns
City, Farmers Valley, and Reno, Pa.,
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Buffalo, N.Y., .St. Marys, and Congo, W.
Va., to points in New Mexico, Utah, Ari-
zona, California, Nevada, Wyoming,
Montana, Idaho, Washington, and Ore-
gon.

NoT.-If- a hearing is deemed necessary.
applicant requests it be held at either Wash-
ington, D.C., or San Zranclsco, Calif.

No. MC 128375- (Sub-No. 130), filed
March 3,1975. Applicant: CRETE CAR-
RIER, CORP., P.O. Box 81228, Lincoln,
Nebr- 68501. Applicant's representative:
Ken Adams (same address as applicant)..
Authority sought to operate as a con-
t act carrier, by motor vehicle. over
irregular routes, transporting: Motor
vehicle parts, equipment. and accessories,
(1) from Atlanta, Ga., and its Com-
mercial Zone, to points in Florida, North
Carolina, South Carolina, Alabama,
Mississippi, and Louisiana; (2) from
North Kansas City, Mo., and its Com-
mercial Zone, to points in Colorado,

-Utah, Montana, Nebraska,'Towa, Kansas,
and Wyoming; (3) from Dallas, Tex.,
and its Commercial Zone, to points in
New Mexico and Oklahoma; (4) from
Columbus, Ohio and its Commercial
Zone, to -oints in Michigan, and Indi-
ana; (5) from Bensenville, Il., and its
Commercial Zone,- to points in Iowa,
Minnesota, Wisconsin, South Dakota,
North Dakota, and Michigan; and (6)
from Leetsdale, Pa., and its Commercial
Zone, to -points in Maryland, New York,
New Jersey, Connecticut, Rhode Island,
Massachusetts, -Vermont, New Hamp-
shire, and Maine, under contract with
Maremont Corporation, restricted (a) to
movements moving from facilities of the
Maremont Corporation, under continu-
ing contract with the Maremont Cor-
poration, (b) to traffic having a prior
movement inbound to said origins by
contract or private carriage from Mare-
mont plaritsor facilities located at Rip-
ley, Nashville, Pulaski, or Loudon, Tenf.,
and (c). to shipments stopped to both
partially load and partially unload at
the named origins and moving in con-
junction with service already authorized
to be performedby tle applicant.

NoTr--common control may be involved.
If a hearing, is de~med necessary, the appli-
cant requests it be held at Chicago, Ill., or
Lincoln, Nebr. -

Ni- MC 129697 (Sub-No. 4), filed
March 3, 1975. Applicant: RAUL
TAMAYO -A. AND JOSE ALFONSO
GRIJALVA, a partnership, Avenue
Juarez-544, Ensenada, Baja, Calif.,
Republic of Mexico. Applicant's repre-
sentative: Milton W. Flack, 4311 Wilshire
Boulevard, Suite 300, Los Angeles, Calif.
90010. Authority sought to operate as a
contract carrier, by motor vehicle, over
irregular routes, transporting: Fiber con-
tainers and open top tin cans, nested,
with or without tops, from points in Los
Angeles and Orange Counties, Calif., to
the port of entry on the International
Boundary line between the United States
and the Republic of Mexico, at or near
San Ysidro, Calif., under contract with
Pesquera Peninsular, S.A.; Pesquera
Matancitas, S-A.; and Pesquera Del

Pacifico, SJL, of Ensenada, Baja, Call-
fornia, Mexico.

Nor--If a hearing is deemed necessary,
applicant requests It be held at San Diego,
Calif.

No. MC 133330 (Sub-No. 7), fIled
March 5, 1975. Applicant: HALVOR
LINES, INC., 510 Lonsdale Building,
Duluth, Minn. 55802. Applicants repre-
sentative: Andrew R. Clark, 1000 First
National Bank Building, Minneapolis,
Minn. 55402. Authority sought to operate
as a contract carrier, by motor vehicle,
over irregular routes, transporting:
Packaged petroleum products, from
Eveleth, Minn., to points in the United
States (exdept Alaska and Hawaii),
under contract with Performance Prod-
ucts, Inc.

NoTr.-If a hearing is deemed nece-sary
applicant requests It be held at Minneapolis.

No. MC 133523 (Sub-No. 5), filed Feb-
ruary 24, 1975. Applicant: EUGENE
STONE TRUCKING, INC., 11449 Valley
View Road, Northfleld, Ohio 44067. Ap-
plicant's representative: Richard 3E.
Brandon, 220 West Bridge Street, P.O.
Box 97,- Dublin, Ohio 43017. Authority
sought to operate as a contract carrier,
by motor vehicle, over irregular routes,
transporting: General commodities (ex-
cept those of unusual value, classes A and
B explosives, household goods as defined
by the Commission, commodities In bulk,
and those requiring special equipment),
in shipper owned trailers, between points
in Connecticut Delaware, the District of
Columbia, Maryland, Massachusetts,
Maine, Michigan, New Hampshire, New
Jersey, New YZork, Ohio, Pennsglvanla,
Rhode Island, Vermont, Virginia, and
West Virginia, under a continuing con-
tract or contracts with The Standard Oil
Company of Ohio and its subsidiaries.

Nor--If a hearing is deemed necessary,
applicant requests it be held at Columbus,
Ohio or Washington, D.C.

No. MC 133666 (Sub-No. 12), :lied
February 27, 1975. Applicant: JACOB-
SON TRANSPORT, INC., 1112 Second
Avenue South, Wheaton, Minn. 56296.
Applicant's representative: Alvin J.
Melklejoh, Jr., Suite 1600 Lincoln Cen-
ter, 1660 Lincoln Street, Denver, Colo.
80203. Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Molasses,
in bulk, between points in North Dakota,
Minnesota, South Dakota, Iowa, Wis-

"consin, Illinois, Nebraska, Kansas, and
Missouri.

No--If a hearing is deemed necesary,
the applicant requests it be held at Wash-
ngton, D.C.. or Chicago, IlL

No. MC 133689 (Sub-No. 58)- fled Feb-
ruary 27, 1975. Applicant: OVERLAND
EXPRESS, INC., 651 First St. SW., New
Brighton, Minn. 55112. Applicant's rep-
resentative: Robert P. Sack, P.O. Box
6010, West St. Paul, Minn. 55118. Author-
ItY sought to operate as a common car-
tier, by motor vehicle, over Irregular
routes, transporting: Frozen potatoes,
and potato products, from Minneapolis

and St. Paul, Minn., to points in North
Carolina and South Carollna: restricted -
to shipment originating at-and destined
to, the above origins and destinations.

Nor-If a hewing Is deemed necessary,
the applicant requests it be held at ?Mnne-
apolU, 2Mnnm.

No. MO 134.405 (Sub-No. 26), filed
February 19, 1975. Applicant: BACO.N
TRANSPORT COMPANY, a corporation,
P.O. Box 1134, Ardmore, Okla. 73401. Ap-
plicant's representative: Wilburn L.
Williamson, 280 National Foundation
Life Building, 3535 NW. 58th, Oklahoma
City, Okla. 73112. Authority sought to
operate as a common carrier, by motor
vehicle, over Irregular routes, transport-
ing: Liquid fertilizer an& liquid fertilizer
materials in bulk, in tank vehicles, from
the plantslte of Agrico Chemical Com-
pany at or neat Verdigris, Okla., to points
in Arkansas, Kansas, Louisiana, Mis-
souri, and Texas.

Norz-If a hearing is deemed necessary,
applicant requests it be held at.either Dal-
la, Ter., or Kansas City, Mo.

No. MC 134884 (Sub-No. 8) (Correc-
tion), filed January 31, 1975, -published
in the FEDERA REGmT issue of Febru-
ary 27, 1975, and republished as cor-
rected this issue. Applicant: FAP-WEST
FURNITURE TRANSPORT, INC., 6840
112th Ave. SE., Renton, Wash. 98055.
Applicant's representative: Bruce E.
Mitchell, Suite 375, 3379 Peachtree Rd-
NE., Atlanta, Ga. 30326. Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: (1) New furniture between
points in Washington, Oregon, and
Idaho, on the one hand, and, on the
other, point; in Colorado, New Mexico
and Arizona; and (2) new fitures, un-
crated, between points in Washington,
Oregon and Idaho, on the one hand, and,
on the other, points in Colorado, New
Mexico and Arizona.

No=-Tbo purpose of this republication
I to correct the commodity description in
part (2) of the application. If a hearing is
deemed necesiry, the applicant requests It
be held at Seattle, Wash.

No. MC 134922 (Sub-No. 114Y, filed
February 21, 1975. Applicant: B. J.
McADAMS, INC., Rt. 6, .Box 15, North
Little Rock, Ark. 72118. Applicans rep-
resentative: Don Garrison (same ad-,"
dress as applicant). Authority sought to
operate as a common- carrier, by motor
vehicle, over Irregular routes, transport-
ing: Rubber and rubber products (except
commodities in bulk and those which be-
cause of size or weight require the use
of special equipment), (1) from Oakland,
Calif., to points in Atlanta, Ga., Colim-
bus, Ohio, Dallas, Tex., and Flemington,
N.J.; (2) from Flemlngton. N.J, to
points in Atlanta, Ga., Columbus, Ohio,
Wooster, Ohio, Dallas Tex., and points
in California; (3) from Muscatine, Iowa,
to points in Atlanta, Ga., Columbus,
Ohio, Dallas, Tex., Flemington, N.J., and
points in California; (4) from Findlay,
Ohio, to points In Atlanta, Ga., Dallas,
Tex, Flemngton, N.J., and points in
California; (5) from Borger, Tex., to
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points in Flemington, N.J., Columbus,
Ohio, and points in California; and (6)
from Wooster, Ohio, and Columbus, Ohio,
to points in California, restricted against
the transportation of commodities in
bulk and those which because of size or
weight require the use of special equip-
ment.

XoTE.-f a hearing Is deemed necessary,
the applicant requests it be held at either
San Francisco, Calif., or Little Rock, Ark.

No. ,MC 135423 (Sub-No. 4), filed
February 24, 1975. Applicant: FRANK-
LIN GORDON," R.3. 1; Manilla, Ind..
46250. Applicant's representative: Robert
W. Loser II, 1009 Chamber of Commerce
Building, Indianapolis, Ind. 46004. Au-
thority sought to operate as a contract
carrier, by motor vehicle, over irregular
routes, transporting: Animaland poultry
feed and feed, ingredients (except liquid
bulk shipments of lards, fats, tallows,
oils, and greases, in tank vehicles), from
Manistee and St. Louis, Mich., Min-
neapolis, Milnn., Cleveland, Slinger,
Janesville, and Cochrane, Wis., Des
Moines, Buffalo, Marion, Cedar Rapids,
Davenport and Muscatine, Iowa, Mobile,
Ala., Omaha, Nebr., St. Louis, Marshall
and Montgomery City, Mo., and points in
Illinois on and north of Interstate High-
way 64, to Rushville, Ind. restricted to a
transportation service to be performed
under a continuing contract, or con-
tracts with Cargill, Inc., Nutxena Feed
Division, of Minneapolis, Minn.

NoTz.-If a hearing is deemed necessary,
the applicant requests It be held at Indlanap-
olis,,Ind., or Columbus, Ohio.

No. MC 136053 (Sub-No. 3), filed
February 25, 1975. Applicant: LOUIS
CLAIRBORNE HUNT, doing business as
L. C. HUNT AGENCY, 1616 Kent Street,
Durham, N.C. 27707. Applicant's repre-
sentative: Louis C. Hunt (same address
as applicant). Authority sought to op-
erate as a common carrier, by motor
vehicle, over Irregular routes, transport-
ing: Pharmaceutical materials, human
blood, and human organs, from Raleigh
and Durham, N.C, Airport, to Chapel
Hill, N.C., on traffic having an Immediate

-prior out-of-state movement by air.
Norz.-If a hearing Is deemed necessary,

the applicant requests it be held at either
Raleigh, or Charlotte, N.C.

No. MC 136201 (Sub-No. 4), fled Feb-
ruary 24, 1975. Applicant: ROCKY
MOUNTAIN FRED INGREDIENTS
SERVICE, INC., J524 Lockwood Rd,
Billings, Mont. 59101. Applicant's repre-
sentative: Hugh Sweeney, P.O. Box 1321,
Billings, Mont. 59103.. Authority sought
to operate as a common carrier, by motor
vehicle, over irregular routes, transport-
ing: Liquid animal feed, in bulk, in tank
vehicles, from Billings, Mont., to points
in South Dakota.

Noz.-Conmmon control may be involved.
If a hearing Is deemed necessaryj the appli-
cant requests it be held at Billings, Mont.

No. MC 136301 (Sub-No. 1), filed Feb-
ruary 24, 1975. Applicant: MER-LOU_
TRANSPORTATION, INC., P.O. Box
333, Millsboro, Del. 19966. Applicant's

representative: John P. Bond, 2766
Douglas Road, Miami. Fla. 33133. Au-
thority sought to operate as a contract
carrier, by motor vehicle, over Irregular
routes, transporting: (1) Pickle products,
in containers, and material used in the
processing and manufacture of pickle
products and related items, (a) between
Millsboro, Del., on the one hand, and, on
the other, Greenville, Miss.; (b) between
Bridgeport, Imlay City and Memphis,
Mich., on the one hand, and, on the other,
Greenville, Miss.; and (2) supplies and
material used in the process and man-
ufacture of pickle products and related
items, between Bridgeport, Imlay City
and Memphis, Mich., on the one hand,
and, on the other, Milisboro, Del., under
a continuing contract or contracts with
*Vlasic Foods, Inc.

Nor.--If a hearing is deemed necessary,
the applicant requests it be held at Wash-
ington, D.C., or Detroit. Mich. 10,

No. MC 136318 (Sub-No. 31), filedFeb-
ruary 19, 1975, Applicant: COYOTE
TRUCK lINE, INC., P.O. Bo: 5627, High
Point, N.C. 27262. Applicant's representa-
tive: David 1. Parker, P.O. Box 82028,
Lincoln, Nebr. 68501. Authority sought to
operate as a contract carrier, by motor
vehicle, over irregular routes, transport-
ing: (1) New furniture, from Los Angeles,
Calif., to points in the United States (ex-
cept Alaska and Hawaii); and (2) re-
turned, refused and rejected new furni-
ture, from points in the United.States
(except Alaska and Hawaii), to Los An-
geles, Calif., under contract with Mission
Furniture Manufacturing Co., restricted
to traffic originating at or destined to, the
facilities utilized by Mission Furniture
Manufacturing Co., and further re-
stricted to a transportation service to be
performed under a continuing contract
or contracts with Mission Furntture
Manufacturing Co.

Nor.-If a hearing Is deemed necessary,
applicant requests it be held at Los Angeles,
Calif.

No. MC 136343 (Sub-No. 41), filed Feb-
ruary 21, 1975, Applicant: MILTON
TRANSPORTATION, INC., P.O. Box
355, Milton, Pa. 17847. Applicant's repre-
sentative: George A. Olsen, 69 Tonnele
Avenue, Jersey City, N.J. 07306. Author-
ity sought to operate as a common car-
rier, by motor vehicle, over irregular
routes, transporting: (1) Materials and
supplies used in the agricultural water
treatment, food processing, wholesale
grocery and institutional supply indus-
try, when moving in mixed shipments
with salt, and (2) minerp mixtures, in
containers, when moving in mixed ship-
ments with salt, from Rittman, Ohio, to
points In Pennsylvania on and east of
U.S. Highway 220 and points in New Jer-
sey, restricted in (1) above against the
transportation of materials and supplies
in excess of 25 percent of the total weight
on which charges are assessed.

No-z.--Common control and dual opera-
tions may be involved. If a hearing Is deemed
necessary, applicant requests it be held at
Washington, D.C. or New York. N.Y.

No. MC 136378 (Sub-No. 8), filed
March 3, 1975. Applicant: It & L
TRUCKING CO., INC.. 105 Rocket Ave-
nue, Opelika, Ala. 36801. Applicant's rep-
resentative: Robert E. Tate, P.O. Box
517, Evergreen, Ala. 36401. Authority
sought to operate as a contract carrier,
by motor vehicle, over irregular routez,
transporting: Syrup, alcohol, vinegar,
barbeque sauce, mineraz oil, flavoring,
turpentine, and cooking oils (except in
bulk), from Trussville, and Opelika, Ala,,
to points in Georgia, Florida, Tennessee,
Mississippi, South Carolina, Louisiana.
Arkansas, Texas, North Carolina and
Kentucky, under contract with Webb-
pak, Inc.

No=.-If a hearing is deemed necessary,
applicant requests it be hold at Montgomery,
Ala., or Atlanta, Ga.

No. MC 136407 (Sub-No. 8), filed Feb-
ruary 27, 1975. Applicant: COORS
TRANSPORTATION COMPANY, a cor-
poration, 5101 York Street, Denver, Colo.
80216. Applicants representative: Leslie
R. Kehl, Suite 1600 Lincoln Center Bldg.,
1660 Lincoln Street, Denver, Colo, 80203.
Authority sought to operate as a con-
tract carrier, by motor vehicle, over Ir-
regular routes, transporting: Cleaning
and bleaching comppun&s, animal litter,
and liquid cooking oils, from the plant-
site and facilities of 'rhe Clorox Company
located at or near Kansas City, Mo., to
points in Colorado, under a continuing
contract or contracts with The Clorox
Company.

Nor.---mon control may be Involved
If a hearing is deemed necezsry, the appli-
cant requests It be hold at Denver, Colo.

No. MC 136602 (Sub-No. 6), filed
March 6, 1975. Applicant: ARIZONA
WESTERN TRANSPORT, INC., P.O. Box
F (Guadalupe Rd, Chandler, Ariz.
85224. Applicant's representative: A.
Michael Bernstein, 1327 United Bank
Bldg., Phoenix, Ariz. 85012. Authority
sought to oberate as a common carrier,
by motor vehicle, over irregular routes,
tmnspqrtlng: Fertilizer, In bull", and
ammonium nitrate, in bulk, from points
in Arizona, to points in San Diego, River-
side and Imperial Counties, Calif.

No=.-,Applicant holds contract carrier
authority in MC 136903, therefore dual op-
eratonq may be involved, If a hearing is
deemed necessary, applicant requesta it be
held at either Phoonlx, Ariz,, or San Vran-
cisco, Calif.

No. MC 136711 (Sub-No. 18), filed
March 3, 1975. Applicant: DAVID 0.
McCOR 2E, doing business as Mc-
COR],IE TRUCK LINE, 2780 S. High,
P.O. ]ox 95181, Oklahoma City, Okla.
73109. Applicant's representative: G.
Timothy Armstrong, 280 National
Foundation Life Bldg., 3535 N.W. 68th
Street, Oklahoma City, Okla. 73112.
Authority sought to operate as a common
carrier, by motor vehicle, over Irregular
routes, transporting: Coal, (a) from
points in Arkansas, to points in Ali*-
bama, Kansas; Kentucky, Louisiana,
Missouri, Oklahoma, Tennessee and
Texas; (b) from points in Kansas, to
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points in Arkansas, Missouri, and Okla-
homa; (c) between poifits in Kansas, re-
stricted to traffic having a -prior or sub-
s6?uent movement by rail'or water; (d)
from points in Missduri, to points in
Arkansas, Kansas. and Oklahoma;. and
(e) between points in Missouri, restricted
to traffic having a prior or subsequent
movement by rail or water.

NoE.--If a hearing is deemed necessary,
applicant requests it be held at Oklahoma
City, Okla.

No. MC 138104 (Sub2.No. 22), filed
March 5, 1975. Applicant: MOORE
TRANSPORTATION CO., INC., 3509 N.
Grove Street, Fort Worth, Tex. 76106.
Applicant's representative: J. Michael
Alexander, 136 Wynnewood Professional
Building, Dallas, Tex. 75224. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Iron and steel articles,
aluminum articles, iron and steel tanks,
aluminium tanks, and parts, attachments
and accessories for iron and steel tanks
and aluminum tanks, between points in
Liberty County, Tex., on the one hand,
and, on the other, points in Louisiana,
Arkansas, Oklahoma, New Mexico,
Kansas, M2issouri, and Mississippi.

-NoT--f a hearing is deemed necessary,
applicant requests It be held at Bliingham,
Ala. or Washinkton, D.C.

No. MC 138104 (Sub-No. 23), filed
March -3, 1975. Applicant: MOORE
TRANSPORTATION CO., INC., 3509 N.
Grove St., Fort Worth, Tex. 76106. Ap-
plicant's representative: Bernard H.
English, 6270 Firth Rd., Fort.Worth, Tex.
76116. Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Ferro.
manganese, and Silicon manganese, in
bulk, in dump 'vehicles, from Houston,
Tex., to the plantsite, and storage facili-
.ties of Chaparral Steel Company, located
near Midlothian, Tex. "

Non.-If a hearing is deemed necessary,
the applicant requests it be held at either
Dallas, or Forth Worth, Tex.

No. MC 138225 (Sub-No. 3), filed Feb-
ruary 28, 1975. Applicant: HEDRICK
ASSOCIATES, INC., Rural Route 2, Box
10A2, Douglas Road, Far Hills, N.J. 07931.
Applicant's representative: William P.
Jackson, Jr., 919 Eighteenth Street NW,
Washington, D.C. 20006. Authority
sought to operate as a contract carrier,
by motor vehicle, over irregular routes,
transporting: (1) Swimming pool liners,
inflatable pool covers and water mat-
tresses, from the facilities of R. L. Kuss
and Co., in Findlay, Ohio, to points in
Pennsylvania, New Jersey, and New
York; and (2) vinyl 'sheeting, from points
in Pennsylvania, New Jersey, and New
York, to the facilities'of R. L: Kuss and
Co., Inc., in Findlay, Olio, restricted
to the shipments originating at or des-
tined to the facilities of R. 1. Kuss and
Co., Inc. and further restricted to-the
transportation of shipments under a
continuing contract or contracts with
R. L. Kuss and Co., Inc.

NoT.-If a hearing is deemed necessary,
the applicant requests it be held at either
Columbus, Ohio, or Washington, D.C.

. No. MC 138438 (Sub-No. 13) (Correc-
tion), filed February 3, 1975, published
in the FEDERAL RErsaR Issue of March
6, 1975, and republished, as corrected,
this issue. Applicant: D. M. BOWMAN,
INC., 15 East Oak Ridge Drive, Route 9,
Box 26, Hagerstown, ld. 21740. Appli-
cant's representative: Charles E. Creager,
1329 Pennsylvania Ave., P.O. Box 1417,
Hagerstown, Md. 21740. Authority sought
to operate as a common carrier, by motor
vehicle, over irregular routes, transport-
ing: Brick, from Ricblands, Glasgow,
Marion, Richmond, Somerset and Salem,
Va., to points In Pennsylvania.

No=.-The purpose of this republication
is to indicate the correct docket number as-
signed to this proceeding as MC 138438 (Sub-
No. 13) in lieu of IC 138438 (Sub-No. 12) as
p 'ovlously published. Applicant holds con-
tract carrier authority in MO 117613, there-
fore dual operations may be involved. If a
hearing is deemed necessary, applicant re-
quests it be held at Washington, D.C.

No. MC 138471 (Sub-No. 4), filed Jan-
uary 13, 1975. Applicant: DANIEL J.
LEQNARD, doing business as LEONARD
TRUCKING, 1878 Delameter Road,
Castle Rock, Wash. 98611. Applicant's
gepresentative: David C. White, 2400
S.W. Fourth Avenue, Portland, Oreg.
97201. Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: (1) Malt
beverages, from Azusa, Los Angeles, San
Francisco, and Van Nuys, Calif., to Aber-
deen, Bingen, Olympla, Raymond, and
Vancouver, Wash.; (2) wine, from Elk
Grove, Calif., to Olympia, Wash.; and
(3) wooden sTakes and shingles, from
points in Washington on and west of
U.S, Highway 97, to points in California,
restricted to traffic originating at the
named origin and destined to the named
destinations.

NoTE.-If a hearing Is deemed necessary,
applicant requests it be held at Portland,
Oreg.

No. MC 138875 (Sub-No. 25), filed
February 24, 1975. Applicant: SHOE-
MAKER TRUCKING CO., a corporation,
11900 Franklin Rd., Boise, Idaho 83705.
Applicant's representative: Frank L.
Slgloh, P.O. Box 7651, Boise, Idaho 83705.
Authority sought to operate as a com-
mon carrier, by motor vehicle, over irreg-
ular routes, transporting: (1) Diatoma-
ceous earth; and (2) materials and sup-
plies, used in the mining, processing, and
distribution of diatomaceous earth, be-
tween the plantsite of West and South-
ern Mining and Minerals, Inc., near
Westfall (Malheur County), Oreg., on
the one hand, and, on the other, points
in Minnesota, Iowa, Missouri, Arkansas,
Louisiana, Texas, Oklahoma, Kansas,
Nebraska, South Dakota, North Dakota,
Montana, Wyoming, Colorado, New Mex-
ico, Arizona, Utah, Idaho, Washington,
Oregon, California, and Nevada, re-
stricted to trafflic originating at named
origin and destined to named destina-
tions.

NoTE.-If a hearing Is deemed necessary,
ap lcant requests It be held at either Bolse
or Weiser, Idaho.

No. MC 138941 (Sub-No. 7), fled
February 28,1975. Applicant: COUNTRY

WIDE TRUCK SERVICE, INC, 1110
South Reservoir St., Pomona, Calif.
91766. Applicant's representative: K
Edward Wolcott, 1600 FIrst-Federal
Bldg., Atlanta, Ga. 30303. Authority
sought to operate as a contract carrier,
by motor vehicle, over irregular -routes;
transportiig: Plastic articles (except in
bulk), from Wayne, Ontario and Monroe
Counties, N.Y., to Chicago, Il., under a.
continuing contract with Mobile Chem-
ical, Plastic Division.

Xomrr-If a hearing is deemed necessary,
the applicant requests it be held at either
Buffalo, N.Y., or Washington. D.C.

No. MC 139123 (Sub-No. 5), filed Feb-
ruary 25, 1975. Applicant: GLOUCES-
TER DISPATCH, INC., Kelly Road,
Box 127, Plastow, N.H. 03865.Applicant's
representative: Ignatius C. doode (same
address as applicant). Authority sought
to operate as a common carrier, by motor
vehicle, over Irregular routes, transport-
ing: Frozen foods, in boxes, cases, car-
tons (except in bulk), from the plant-
site and warehouses of the Kitchens of
Sara Lee, located at- or near Chicago
and Deerfield, Ill., to points in Connecti-
cut, Maine, Massachusetts, gew Jersey,
New York, Rhode Iaslad, and Vermont.

No=,4If a hearing is deemed necessary,
the applicant requests it be held at Chicago,
Ill.; Bcton, Mass.; or Concord, N.H.

No. MC 139380 (Sub-No. 1), filed
March 6, 1975. Applicant: STIDHAMT
TRUCKING INC., 645 West Lennox
Street, P.O. Box 308, Yreka, Calif. 96097.
Applicant's representative: John Paul
Fischer, 140 Montgomery Street, San
Francisco, Calif. 94104. Authority sought
to operate as a common carrier, by motor
vehicle, over Irregular routes, transport-
ing: Lumber, forest product, and build-
fng materials, from points in Humboldt,
Trinity, and Siskyou Counties, Calif, to
points in Jackson, and Josephin6" Coun-
ties, Oreg.

NoXrz--Applfcant holds contract carrier
authority In" MC 135655, therefore dual oper-
ations may be Involved. If a hearing is
deemed necessary, applicant requests it be
held at either Yreka, or San Francisco, Calif.

.No. MC 139495 (Sub-No. 40), filed
February 28, 1975.. Applicant: NA-
TIONAL CARRIERS, INC, 1501 East-
8th Street, P.O. Box 1358, Liberal, Kans.
67901. Applicant's representative: Her-
bert Alan Dubin, 1819 H Street NW.,
Washington, D.C. 20006. Authority
sought to operate as a common carrier,-
by motor vehicle, over Irregulag routes,
transporting: Such. merchandge, a-
terials, equipment, and supplies as are
dealt in by manufacturers and distribu-
tors of home products, from -the plant-
site and storage facilities of Stanley
'Home Products, Inc., located at or near
Easthampton, and Westfield, Mass., to
points in Ohio, Michigan, Illinois, Iowa,
Missouri, Colorado, Texas, California,
and Washington.

No r.-Applicant holds motor. contract
carrier authority n No. MC 133106 and-subs
thereunder, therefore dual operations may
be Involved. If a hearing is deemed necessary,
applicant requests it be held at Washington,
D.C.
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No. 'MC 139713 (Sub-No. 2), filed
February 18, 1975. Applicant: DONALD
At NASS, doing business as 136 High
Street, Clinton, Wis. 53014. Applicant's
representative: Nancy J. Johnson, 4506
Regent Street, Madisbn, Wis. 53705.
Authority sought to operate as a com-
mon carrier, by motor vehicle over ir-
regular routes, transporting: (1) Malt
beverages, advertising materials and
promotional items when shipped there-
with, from Milwaukee, Wis., to Freeport
and Rockford, Ill.; and (2) return of
containers and rejected shipments, from
the above named destination points, to
Milwaukee, Wis.

Nor.-If a hearing -is deemed necessary,
applicant requests it be .held at either
Mfilwaukee, Wis. or Chicago, ]11.

No. MC '140425 (Sub-No. 1), filed
March 3, 1975. Applicant: I.C.J.
TRUCKING CO., a corporation, 1701 W.
Fourth Plain Road, Vancouver, Wash.
98660. Applicant's representative: Law-
rence V. Smart, Jr., 419 Northwest 23d
Avenue, Portland, Oreg. 97210. Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Scrap metal, in dump ve-
hicles, between points in Oregon and
Washington.

No.--If a. hearing is deemed necessary,
applicant requests it be held at Portland,
Oreg.

No MC 140428 (Sub-No. 1), fied Febru-
ary 24, 1975. Applicant: KEITH GREEN,
doing business as GREEN's TRUCKING,
Highway 2 North, Williston, N. Dak.
58801. Applicant's representative: Fred
E. Whisenand, 113 East Broadway, P.O.
Box 1307, Williston, N. Dak. 58801. Au-
thority sought to operate as a'contract
carrier, by motor vehicle, over irregular
routes, transporting: Meats, fresh and
frozen, including scrap bones and scrap
meats, refuse and hides and all products
relating thereto, from the plant site of
Williston Packing Company, Inc., at or
near Williston! N. Dak., to Belgrade, St.
Paul and Minneapolis, Minn. and points
in Stearns, Pope, Kaniyobi, Washing-
ton, Dakota, Ramsey, Carver and Hen-
nepin Counties, Minn., under a con-
tinuing contract or contracts with Willis-
ton Packing Company, Inc.

Nors.-If a hearing is deemed necessary,
applicant requests it be held at Williston,
N. Dak.

No. MC 140473 (Sub-No. 2), filed
February 24, 1975. Applicant: BARI-BAULT ,OIL CO., INC., doing business as
LY AN BULK TRANSPORT, 610 Main
Street, Watertown, Conn. 06779. Appli-
cant's representative: John F. Phelan,
111 West Main Street, Waterbury, Conn.
06702. Authority sought to -operate as a
contract Carrier, by motor vehicle, over
Irregular routes, transporting: Crushed
stone, sand and gravel, from Woodbury,
Conn., to Somers, N.Y., under a continu-
ing contract or contracts with McCleary
Bros., Inc.

Nor-If a hearing is deemed -necessary,
applicant requests it be held at Waterbury

or Hartford, Coan.

No. MC 140477 (Sub-No. 2), filed Feb-
ruary 24, 1975. Applicant: SEABROUCK
TRANSPORT, INC., P.O. Box 329,
Crookston, Minn. 56716. Applicant's rep-
resentative: James B. Hovland, 425 Gate
City Building, Fargo, N, Dak. 58102. Au-
thority sought to operate as a contract
carrier, by motor vehicle, over irregular
routes, transporting: Malt beverages and
related advertising material and afticles,
dealt in by wholesale malt beverage dis-
tributors, from Milwaukee, Wis.; Min-
neapolis and Shakopee, Minn.; and
Peoria, Ill., to Minot and Williston, N.
Dak., under contract with Morelli Dis-
tributing, Inc., at Minot, N. Dak., and
All Star Distributing, at Williston, N.
Dak.

NOTE.-If a hearing is deemed necessary,
applicant requests it be held at Fargo, N.
Dak., or St. Paul, Minn.

No. MC 140479 (Sub-No. 2), fied
March 3, 1975. Applicant: JERRY L.
FERRJL, doing business as LUMBER
EXPRESS, Route 3, Bor 422, Excelsior
Springs, Mo. 64024. Applicant's repre-
sentative: Donald J. Quinn, Suite 900,
1012 Baltimore, Kansas City, Mo. 64105.
Authority sought to operate as a contract
carrier, by motor vehicle, over irregular
youtes, transporting: Lumber and build-
ing materials, between the site of Wickes
Lumber Company at or near Expelsior
Springs, Mo., on the one hand, and, on
the other, Ankeny, Iowa; Omaha, Nebr.;
points -in Kansas on and east of U.S.
Highway 81; and points in Iowa on and
south of Interstate Highway 80, under a
continuing contract or contracts with
Wickes Lumber Company.

No.--If a hearing is deemed necessary,
the applicant requests i, be held at Kansas
city, lTo.

No. MC 140499, filed December 13,
1974. Applicant: RANDOLPH COUNTY
HAULING CO., INC.; 819 Opdyke, Ches-
ter, IIl. 62233. Applicant's representative:
John R. Bauer, 424 Lebanon Avenue,
Belleville, Ill. 62222. Authority sought to
operate as a common carrier, by motor
vehicle, over irregular routes, transport-
ing: Concrete aggregates, and blacktop,
in dump vehicles, sand, coal, farm prod-
ucts, and gravel and rack, from the
plantsite of the Perry County Quarry
at or near Perryville, Mlo., to, points in
Ca pe Giardeau,. lMadison, Perry,, St.
Genevieve, and St. Francis Counties, Mo.,
and points in Madison, St. Clair, Wash-
irigton, Randolph, Perry and Jackson
Counties, ll.

.Nor_.-If a hearing Is deemed necessary,
applicant requests It be held at either St.
Louis, M4o. or Chicago, Ill.

No. MC 140538 (Sub-No. 2), filed Feb-
ruary 21, 1975. Applicant: LESIfIE NOR-
MAN FRED, doing business as NORMAN
FRED, DeSoto, Il. 62924. Applicant's
representative: John G. Gilbert, P.O. Box
1058, 231 West Main Street, Carbondale,
Ill. 62901. Authority sought to operate
as a contract carrier, by motor vehicle,
over Irregular routes, transporting: Milk
and dairy products, including cream, ice
cream mix, cottage cheese, butter, ice

creams, milk powder and milk substi-
tutes, (1) from Carbondale, Ill., to points
in St. Louis County, Mo.; and (2) from
Carbondale, Ill., to points in Cape
Girardeau, Scott, Mississippi and Stod-
dard Counties, Mo., and return, imder a
continuing contract or contracts with
Prairie Farms Dairy, Inc.

NoTE.-If a hearing is deemed nocessary,
the applicant requests it be held at Spring-
field, Ill.

No. MC 140550, flied January 13, 1975.
Applicant: LEO VEST, doing busines as
L & F WRECKER SERVICE, R.F.D, 1,
Buffalo, Mo. 65622. Applicant's repre-
sentative: Turner White, 1736E ast Sun-
shine, Springfield, Mo. 65804, Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: (1) Wrecked and disabled
motor vehicles, from points in the United
States, to Buffalo, Springfield and Mt.
Vernon, Mo., restricted to a service by
wrecker equipment only.

NoTE.-If a hearing Is deemed necessary,
applicant requests it be held at either Kansas
City or St. Louis, Mo.

No. MC" 140568 (Sub-No. 1), filed
March 5, 1975. Applicant: DELIVERIES
UNLIMITED, INC., 125 Magazine Street,
Boston, Mass. 02119. Applicant's repre-
sentative: S. Harrison Kahn, Suite 733,
Investment Bldg., Washington, D.C.
20005. Authority sought to operate as a
contract carrier, by motor vehicle, over
irregular routes, transporting: Computer
parts, between Nashua and Manchester,
N.H., and Portland, Maine, on the one
hand, and, on the other, Lowell, Law-
rence and Framingham, Mass., under
contract with Honeywell Information
Systems, Inc., at Boston, Mass.

NoT.--Common control may be involved,
If a hearing is deemed neceary, tho appli-
cant requests it be held at Boston, Mass.

No. MC 140616 (Sub-No. 2), faled Fob-'
ruary 14, 1975. Applicant: GEORGE
WALDORFF, doln business as
WALDORFF & SON, Rt. 1, Box 24, Altha,
Fla. 32421. Applicant's representative:
Sol H. Proctor, 1107 Blackstone Building,
Jacksonville, Fla. 32202. Authority sought
to operate as acontraet carrier, by motor
vehicle, over Irregular routes, trans-
porting: (1) Fertilizer, from points In
Henry County, Ala.; Bainbridge, Ga.;
and Yazoo City and Pascagoula, Miss, to
Altha, Fla.; and (2) slag from Birming-
ham, Ala., to Altha, Fla., under a con-
tinuing contract or contracts with Altha
Farmers Coop.

NoTr.-If a hearing Is deemed necessary,
applicant requests it be held at Taliahas~eo
or Jacksonville, Fla.

No. MC 140637 (Correction), filed
January 27, 1975 published in the FED-
EAL REGIsTEissue of March G, 1075, and
republished as corrected this issue. Ap-
plicant: BOB & RAY'S EXPRESS, INC.,
3673- Hillside Ave., Cincinnati, Ohio
45204. Applicant's representative: Jack
B. Josselson, 700 Atlas Bank Bldg., Cin-
chnnati, Ohio 45202. Authority sought to
operate as a contract carrier, by motor
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vehicle, over irregular routes, transport-
ing: (1) New- uncrated furniture and
household. furnishings and applicances,
from points in the Cincinnati, Ohio com-
mercial zone to points in Indiana and
Kentucky; and (2) returned shipments
on return, under a continuing contract
with McAlpin Company.

NoE.-The purpose of this republication
is to add the shipper's name, which was
previously omitted. If a hearing is deemed
necessary, the- appllcant requests it be held
at Cincinnati, _Ohio.
. No. MC 140660 (Sub-,No. 2), filed
March 3, 1975. Applicant: DONALD W.
COLE, Route 'No. 1, Winthrop; Minn.
55396. Applicant's rejbresentative: Brad-
ford E. Kistler, P.O. Box 82028, Lincoln,
Nebr. 68501. Authority sought to operate
as-a common carrier, by motor vehicle,
over iiregular routes, transporting: (1)
Liquid fertilizer solutions and liquid
feeds, in bulk, in tank vehicles, from the
plantsite anl faeilitie4 of NaChurs Plant
Food Co., located at. or near Red Oak,
Iowa, to points in Wisconsin, Illinois,
Missouri, Minnesota,'Kansas, Nebraska,
South Dakota, North Dakota, Colorado,
Wyoming, and Montana; and; (2) in-
gredients,, utilized in the manufacture
and production ofithe commodities speci-
fied in (1) above, in bulk, from points
in Wisconsin, Illinois, Missouri, Min-
nesota, Kansas, Nebraska, South Dakota.
North Dakota, Colorado, Wyoming, and
Montana, to the plantsite and facilities
of NaChurs- Plant Food Co., located at
or near Rec Oak, Iowa,,restrlcted in (1)
and (2) above, to traffic. originating at
the named origins and, destined to the
named, destinations.

NoTE.If a hearing Is deemed necessary,
applicant requests it be held at Omaha, Nebr.

'No. MC 140673, filed February 20, 1975.
Applicant OVERLAND CO., INC., High-
way 20, Route 1, Lawrenceville, Ga. 30245.
Applicant's representative:. K. Edward
-Wolcott, 1600 First Federal B'ullding,
Atlanta, Ga. 30303. Authority sought to
operate as a contract carrier, by motor
vehicle, over Irregular routes, transport-
ing: Such, commodities as are dealt in by
retail discount stores (except foodstuffs),
between the distribution center and
warehouse facilities of the Zayre Corp. at
Forest Park, Ga. and-the. retail stores of
the Zayre Corp. at or near Birmingham,
Bessemer and Hoover, Ala., Charlotte,
Kannapolis,Winston-Salem, and Greens-
boro, N.C. and'Iemphis, Tenn in non-

. radial movements, under a continuing
contract or contracts with Zayre Corp.

NoTz-Applicant holds common carrier
authoritylnfMC--133221-and Subs thereunder,
therefore dual operatlons may be Involved.
If a hearing Is ,eemed necessary, applicant
requests it-be-held at either Boston, Mass. or
Washington, I.C.

No. MC 140693, filed-February 26, 1975.
Applicant: BEER TRANSPORTATION
COMPANY, a corporation, 1120 German-
town. Avenue, Philadelphia, Pa. 19123.
Applicant's° representative: Leonard A.
Jaskiewicz, 1 730 M Street NW., Suite 501,
Washington, D.C. 20036. Authority

sought to operate as a common carrier,
by motor vehicle, over irregular routes.
transporting: (1) Malt beverages (beer),
and related advertising materials, from
South Volney, N.Y., to points In Dela-
ware, Maryland, New Jersey, Pennsyl-
vania, Virginia and District of Columbia;
(2) materials, supplies and equipment
used in the manufacture, sale and dis-
tribution of malt beverages, including re-
turned empty malt beverage containers,
from points in Delaware, Maryland, New
Jersey, Pennsylvania, Virginia and Dis-
trict of Columbia, to South Volney, N.Y.

NoT.--Common control may be Involved.
If a hearing Is deemed necessary, applicant
requests it be held at either Philadelphia, Pa.
or Washington. D.C.

No. MC 140698, filed February 14, 1975.
Applicant: MUCCIS GARAGE, INC., 907
North Avenue, Syracuse, N.Y. 13206. Ap-
plicant's representative: Herbert M.
Canter, 315 Seltz Building, 201 East Jeff-
erson Street, .Syracuse7 N.Y. 13202. Au-
thority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Wrecked, disabled,
inoperative, repossessed, or abandoned
vehicles and replacement vehicles, for
wrecked, disabled, orinoperative vehicles,
between points in Cayuga and Onondaga
Counties, N.Y., on the one hand, and, on
the other, points In Ohin; Pennsylvania.
New Jersey, Vermont, Massachusetts, and
Connecticut.

Nor.-If a hearing Is deemed necessary.
applicant requests It be held at Syracuse, N.Y.

No. MC 140699, filed February 21, 1975.
Applicant: JOHN IL CANTRELL, doing
business as HOWARD CANTRELL
WRECKER SERVICE, 1910 Dickerson
Road, Nashville, Tenn. 37207. Applicant's
representdtive: A. 0. Buck, 618 Hamil-
ton Bank Building, Nashville, Tenn.
37207. Authority sought to operate as a
common carrier, by motor vehicle, over
Irregular routes, transporting: Wrecked.
disabled, stolen, repossessed and aban-
doned vehicles, and replacement vehicles
therefor, by use of wrecker equipment,
between those points in Tennessee west of
U.S. Highway 27, and.east of the western
traversal of the Tennessee River, on the
one hand. and, on the other, points In
the United States (except Alaska and
Hawaii).

NoT.--If a hearing I- deemed nccessary,
,the applicant requests It be held at Nashville,
Tenn.

No. 1 IC 140711, filed February 19, 1975.
Applicant: EXPRESS LIMITED, INC,
1213 St.' Louis Street, Louisvine, Ky.
40201. Applicant's representative: Rudy
Yessin, 314 Wilkinson Street, Frankfort,
Ky. 40601. Authority sought to operate
as a contract carrier, by motor vehicle,
over Irregular routes, transporting: (1)
Malt beverages, non-alcoholic beverages,
and related advertising materials, from
Evansville, Ind. and Indianapolis, Ind,
to Lquisville, Ky.; and (2) rejected ship-
ments, empty beer cases, empty shells,
pallets, and empty containers, from Lou-
isville, Ky., to Evansville, Ind., under a
continuing contract or contracts with G.
Heileman Brewing Co., Inc. "

Norm.-f a hearing is deemed necesary.-
applicant requezta It be held at Louisville or
Prankfort, Xy.

No. MC 140712, filed February 20, 1975.
Applicant: ROYCE *WRIGHT, doing
business as R. J. WRIGHT&SONSRural
Route 3, Box 259, Portland. Ind. 47371.
Applicant's representative: Robert W.
Loser IL. 1009 Chamber of Commerce
Bldg., Indlanapol, Ind. 46204. Authority
sought to operate as a contract carrier,.
by motor vehicle, over irregular routes,
transpoiting: (1) Fertilizer, from the
plant site and storage facilities of the
Occidental Chemical Company, located
at or near New Bremen. Ohio, to Bryant,
Fairmount, and Lynn, Ind.; and (2) fer-
tilizer filler, from Jay County, Ind., to
the plant and storage facilities of the Oc-
cidental Chemical Company; located at-
or near New Bremen, Ohio; the above
authority is restricted to operations per-
formed under a continuing contract or
contracts with the Occidental Chemical
Company.

Nor.-If a hearing is deemed necessalry,
the applicant requests It be held- at Indian-
apol Ind.

No. MGC 140717, filed February 19, 1975.
Applicant: JULIA1 MARTIN, INC., 14!30
S. 14th Street, Batesville, Ark. 72501.
Applicant's representative: -Theodore
Polydoroff, 1250 Connecticut Ave. NW',
Suite 600. Washington, D.C. 20036. Au-
thority sought to operate as a contract
carrier, by motor vehlcle, over irregular
routes, transporting: Meat, meat prod-
ucts, meat by-products, and article& dis-
tributed bj meat packinghouse, as de-
scribed in Sections A and C of Appendix
I to the report in Descriptions in. Motor
Carrier Certifcates, 6L M .C. 209 and
766 (except hides and commodities in
bulk, in tank vehicles), from points in
Colorado, Illinois, Iowa, Kansas, Ken-'
tucky, Minnesota, Missouri, Nebraska,
Oklahoma, Tennessee, Texas and Wis-
consin to points in Memphis, Tenn.- and
Greenville, Miss, under a continuing con-
tract with Dstribuco, Incorporated.

Nor.-If ,a hearing isr deemed necessar-.
the applicant requests It be held at Memphis.
Tenn.

No. MC 140726, filed February 27, 1975.
Applicant: EFC TRANSPORTATION
COMPANY, I&C., 6804 East 48th Ave-
nue, Denver, Colo. 80216. Applicant's
representative: Thomas- J. Burke, Jr,
1600 Lincoln Center Building, 1660 Lin-
coln Street, Denver, Colo. 80203-Author-
ity sought to operate as a contract car-
rier, by motor vehicle, over irregular
routes, transporting: Abrasives and
grinding wheel parts, from Kingman,
Ariz., Cave-in-Rock and Des Plaines, Ill,
Fall River, Millbury, North Grafton,

_Worcester, and Shrewsbury, Mass., Belle-
vlle, Bound Brook, Camden, Keasbey,
South Brunswick, and South Hacken-,
sack, N., Buffalo, Niagara Falls, North
Tonawanda, Schenectady and Tona-
wanda, N.Y., Cleveland and Washington
Courthouse, Ohio, Bownanstovn, Pitts-
burgh, and PhilldelphiaPa., to Marys-
ville, Wash., under a continuing con-
tract or contracts with- Pacf= Grinding
Wheel Co., Inc. at Marysville, Wash.
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NOTE.-If a hearing is deemed necessary,
the applicant requests it be held at Denver,
Colo., or Seattle, Wash.

No. MC 140727, filed Feb. 27, 1975. Ap-
plicant: DELTA -DRAYAGE & DISTRI-
BUTION COMPANY, INC., 208 North
Mill Avenue, Dyersburg, Tenn. 38024. Ap-
plicant's representative:' Robert L. Baker,
618 Hamilton Bank Building, Nashville,
Tenn. 37219. Authority sought to operate
as a contract carrier, by motor vehicle,
over irregular routes, transporting:
Fibreboard, between Covington, Tenn.,
and Manchester, Conn., under contract
with Colonial Fiber Company.

NoTE.-If a hearing is deemed necessary,
applicant requests it be held at Mlanchester,
Conn., or Washington, D.C.

APPLICATIONS OF PASSENGERS

No. MC 13492 (Sub-No. 11), filed Feb-
ruary 24, 1975. Applicant: NORTH
BOULEVARD TRANSPORTATION-CO.,
a corporation, 9261 Kennedy Boulevard,
North Bergen, N.J. 07047. Applicant's
'representative: William C. Mitchell, 370
Lexington Avenue, New York, N.Y.
10017. Authority sought to operate as a
common carrier, by motor vehicle, over
regular routes, transporting: Passengers
and their baggage, in the same vehicle
with passengers, between points in the
Borough of Fort Lee, N.J.: (1) From the
junction of Bergen Boulevard (U.S.
Highway 46) and North Avenue over
,North Avenue to Mediterranean Towers
West Apartment building east-of Bergen
Boulevard, and return over the same
route, serving all intermediate points;
(2) From the Mediterranean Towers
West Apartment building at the junction
of North.Avenue and Maple Street over
Maple Street to junction Main Street,
thence over Main Street to junction
Bergen Boulevard (U.S. Highway 46),
and return over the same route, serving
all intermediate points; .and (3) From
the junction of Bergen Boulevard (U.S.
Highway 46) and access road to Maple
Street -south of Main Street over access
road to junction Maple Street, and re-
turn over the same route, serving all in-
termediate points.

Nom.-Common control may be involved.
If a hearing Is deemed necessary, applicant
requests it be held at Fort Lee or Newark,
N.J. %

No. MC 29601 (Sub-No. 16), filed Feb-
ruary 24, 1975. Applicant: -h=DWEST
COACHES, INC., 216. North Second
Street -Mankato, Minn. 56001. Appli-
cant's representative: Val M. Higgins,
1000 First National Bank Bldg., Minne-
apolis, MInn. 55402. Authority sought to
operate as a common carrier, by motor
vehicle, over regular and irregular routes,
transporting: (1) Regular route, Passen-
gers and their baggage, and express and
newspapers in the same vehicle, between
the junction of U.S. Highways 14 and 59,
north of Garvin, Minn., and Brookings,
S. Dak., serving all intermediate points:
From junction U.S. Highways 14 and 59
over U.S. Highway 14 to Brookings, and
return over the same route; (2) Irregular
route, Passengers an their baggage, in

the same vehicle with passengers, and
baggage of passengers in a separate ve-
hicle, in charter operations and in round-.
trip sightseeing and pleasure tours, be-
ginning and ending at Balaton, Florence,
Tyler, and Lake Benton, Minn., Brook-
ings, S. Dak., and the junction of U.S.
Highway 14 and South Dakota Highway
13, known as Elkton Corner, and extend-
ing to points in the United States, includ-
ing Alaska but excluding Hawaii.

oTE.-If a hearing Is deemed necessary,
the applicant requests it be held at Minne-
apolis, inn.

No. MC 133048 (Sub-No. 4), filed Jan-
uary 27, 1975. Applicant: JAMES D.
KINNEY AND B. R. LINDSEY, a part-
nership, doing business as PIONEER
TRANSIT LINES, 234 West Yellowstone,
Casper, Wyo. 82601. Applicant's repre-
sentative: James D. Kinney (same ad-
dress as applicant). Authority sought-to
operate as a common carrier, by motor
vehicle, over regular routes, transport-
ing: "Passengers, their baggage, express
and newspapers, in the same vehicle with
passengers, between Medicine Bow and
Laramie, Wyo.: From Medicine Bow,
Wyo., over U.S. Highway 30 to Laramie,
Wyo., and return over the same route,
serving all intermediate points.

Nom-If a hearing is deemed necessary,
applicant requests it be held at Casper, Wyo.

No. MC 139604 (Sub-No. 5), filed Feb-
ruary 27, 1975: Applicant: CHERRY
HILL TRANSIT, a corporation, 109 Brick
Road, Cherry Hill, N.J. 08003. Applicant's
representative: Raymond A. Thistle, Jr.,
Suite 1012, Four Penn Center Plaza,
Philadelphia, Pa. 19103. Authority sought
to operate as a contract carrier, by motor
vehicle, over irregular routes, transport-
ing: Passengers and their baggage, be-
tween points in the Philadelphia, Pa.
CommercialZone and points in Delaware
County, Pa., on the one hand, and, on
the other, the Lakehurst Naval Air Sta-
tion at or near Lakehurst, N.J., under a
continuing contract or contracts with
Lakehurst Commuter Transportation
Corp.

NoTE.-Common control may be involved.
If 'a hearing is deemed necessary, applicant
requests it be held at Philadelphia, Pa.

No. MC 140319 (Sub-No. 2), filed
February 18, 1975. Applicant: SALEM
STAGE, INC., 819 Cedarbough, New Al-
bany, Ind. 47150. Applicant's represent-
ative: Alki E. Scopelitis, 815 Merchants
Bank Building, Indianapolis, Ind. 46204.
Authority sought to operate as a com-
mon carrier, by motor vehicle, over ir-
regular routes, transporting: (1) Pas-
sengers and express and baggage of pas-
sengers, between Salem, Ind., and Louis-
ville, Ky., serving all intermediate points:
From Salem over Indiana State Highway
60, to Junction of Indiana State High-
way 60 and Indiana State Highway 111,
thence over Indiana State Highway 111
to the junction of U.S. Highway 460,
thence over U.S. Highway 460 to Louis-
ville, Ky., and return over the same route.
(2) Passengers, and their baggage, in spe-
cial or charter operations, in vehicles

carrying 13 or less passengers, between
points authorized to be served in part
(1) above, on the one hand, and, on the
other, points in the United States (in-
cluding Alaska, but excluding Hawaii),

NoTE.If a hearing is deemed necessary,
applicant requests it be hold at Louisville,
Xy., or Indianapolis, Ind,

BROKER APPLICATIONS

No. MC 130300, filed February 18,
1975. Applicant: GREAT HORIZONS
DEVELOPM[ENT -CORP., 5185 Broad
Street, Gary, Ind. 46409. Applicant's rep-
resentative: Donald R. Absher (same
address as applicant). Authority sought
to engage in operation, In interstate or
foreign commerce, as a broker at Gary,
Ind., to sell or offer to sell the transpor-
tation of groups of passengers and their
baggage, in special and charter opera-
tions, in sightseeing tours, by motor or
rail carriers, from points in Lake and
Porter Counties, Ind., to points In the
United States, Including Alaska, but ex-
cluding Hawaii.

Norz.-1f. a hearing is deemed necessary,
the applicant requests it be hold at Indlianap-
ols, Ind., Chicago, Ill, or Washington, D.C.

go. MC 130303, filed February 25, 1075.
Applicant: MISTURBI CORP., 3308
Washtenaw, Ann Arbor, MIch, 48104,
Applicant's representative: Wilelmina
Boersman, 1600 First Federal Bldg., De-
troit, Mich. 48226. Authority sought to
engage In operation, in interstate or for-
eign commerce, as a broker at Ann Ar-
bor, Mich., to sell or offer to sell the
transportation of Passengers and their
baggage, in round trip charter tours, by
water carrier, motor, rail and air car-
riers: (1) between points n Illinois,
Michigan, and Ohio; and (2) between
ports located on the Great Lakes In Illi-
nois, Michigan, Ohio, New York, Penn-,
sylvania, Minnesota, and Wisconsin,

Nor.-If a hearing is deemed necessary,
applicant requests it be held at Detroit or
Lansing, Mlich.

By the Commission.
[SEAL] ROVIERT L. OSNVALD,

Secretary,
[PI Doc.75-7875 Filed 3-2G-76;8:46 am]

IRREGULAR-ROUTE MOTOR COMMON
CARRIERS OF PROPERTY

Elimination of Gateway Letter Notices
M\4umou 21, 1975.

The following letter-notices of pro-
posals to eliminate gateways for the pur-
pose of reducing highway congestion,
alleviating air and noise pollution, mini-
mizing safety hazards, and conserving
fuel have been filed with the Interstate
Commerce Commission under the Com-
mission's gateway elimination rules (49
CFR 1065), and notice thereof to all in-
terested persons Is hereby given as pro-
vided in such rules.

An original and two copies of protests
against the proposed elimination of any
gateway herein described may be filed
with the Interstate Commerce Commis-
sion on or before April 6, 1975. A copy
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mus t also be served-upon. applicant or
its representatlve. Protests against the
eliminaftion-o£ a gateway-wilLnot operate
to- stay commencement of the proposed
operation=.

Successively filedIetter-3iotices of the
same carrier undbr these rules- will be
numbered: consecutively for convenience
in. identificatiom. Pxotestv, ift any- must
refer to such. letter-noticem- by number.

Applicant: BOS'LINES, INC., P.O.lBox
.68,Cedar Rap!ids , owa,52406. Applicant's
representative_ GeneR. Prohushi (Same
as above). Authority sought to operate
as a common carrier, by motor vehicle,
over irregular routes, transporting: Fro-
zen foofs, (A) frompoints nthatpart6f
Iowa west o- a line beginning at the
Towa-Nebraska. State line an&. extending
along U.S. Highway 20 to the junction of
unnumbered-highway, thence along un-
numberedL highway through Holly
Springs to the junction of Iowa Highway
141,. thence, along Iowa Highway 141 to
junction U-. Highway 71, thence along
U.S. Highway 71 to junction Iowa High-
way 92 ,thence along.IowaHighway 92 to
Junctonlbwa Highway 148, thence along
Iowa Highway 148 to junction U.S. High-
way 34, thence along.U.S..Highway 34 to
junctionl1owa Highway 25, thence along'
Iowa Highway25to junction.Iowa High-
way 2,. thence arong- Iowa Highway 2 to
junction'U.S-Highway 35 thence along
1T.S. Highway 35 to. the Iowa-Missoiri
State line, (1) to points in that part of
Indiana. south of a line beginningK at the
fllinoisdndiana State line and extending
along- Indiana Highway 26- to junction
Indiana Highway- 25, thence along Indi-
ana Highway- 25 to junction U.S. High-
way 24;.thence along-U.S. Highway 24- to
junction Indiana Highway- 124, thence
along Indiana.Highway 124 to the Indi-
ana-Ohio'State line, (2) to points in that
part. of Michigan south of a. line begin-
ning at- Lak. Michigan and extending
alof TgU.S.- Highway94- ta junction Mich-
igan. Highway 106, thence, along Mich-
igan Highway- 06'to junction Michigan
Highway 36,. thence> along Michigan
Highway 36 ta-junction U.S.Highway 23,
thence.along U.S. Highway 23 to junction
Michigan Highway 59, thence along
Mrchbigan Highway- 59 to junction ,un-

numbered highway, thence along-unnum-
bered highway to Lake St. Clair.

(3) to pointsithat partof Ohio.south
and. east of a line- beginning at the- In-
diana,-Ohio State line and extending
-along, Ohio Highway 29 to" junction U.S.
Highway 75, thence along U.S. Highway
75, to junction. U.S. Highway 224, thence
along U.S. Highiva 224-to junction Ohio
Highway IS, thence along Ohio Highway
18.to_ junction.Ohio Highway 162, thence
alonguOhiaHighway 162 to junctionmOhio
Highway 4, thence along Ohio Highway 4
to junction- U.S. Highway 20, thence
-along- U.S. Highway 20 to- junction Ohio
Highway 61, thence- along Ohio Highway
61 to- junction Ohio-Highway 113, thence
along Ohio -Highway 113 tajunction-Ohio
Highway 58; thence.along OhiaHiphway
58 to Lake Erie; (B) from points in that
part of Iowawest of a line beginning at
the rowa-Minesota, State line and ex-
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tending along U.S- HIghway 69 to the
Iowa-MlssouriState line, (1) to points in
that part of Indiana south of a line be-
ginning at the Illnols-Indiana State line
and; extending along-U.S. Highway 40 to
the Indiana-Ohio State line, (2) to points
in. that part of Ohio south of a line be-
ginning at the. Indana-Ohio State. line
and extending along U.S. Highway 40 to
junction Ohlo-Highway 285. thence along
Ohio Highway 285 to Junction U.S. High-
way 70, thence along U.S. Highway 70 to
junction U.S. Highway 40, thence along
U.S, Highway 40 to the Ohio-West Vir-
ginia State line, (C) from points in that
part of Iowa west of a line beginning at
theIowa-Minnesota State line and ex-
tending along U.S. Highway 63 to the
Iowa-Missouri State line, to points in
that part of Indiana south of a line be-
ginning at the llinois-IndanvState line
and: extending along U.S. Highway 400
to the Indiana-Kentucky State-line; CD)
from points In that part of Iowa west of
a line beginning at the Iowa-Minnesota
State- line and extending along U.S.
Highway 65 to, junction U.S. Highway
20; thence along U.S. Highway 20 to
junction Iowa Highway- 214, thence
along Iowa; Highway 214- to Junction
Owa Highway 175. thence along Iowa

Highway 175 to Junction Iowa High-
way 14, thence along Iowa Highway
14 to. junction Iowa Highway 5, thence
along Iowa Highway 5-to the Iowa-Mls-
souri State-line. to points in that part of
Ohio' south of a line beginning at the
Indiana-Ohio State- line and extending
along U.S. Highway 50, to the Ohio-West
Virginia State lin. The purpose of this
filing is to eliminate the gateways of
Marshall, Macon, Milan, Carrollton, and
Moberly, Mo.

No. MC 29880 (Sub-Nm E57), filed
'June 4, 1974. Applicant: DALLAS &
MAVIS FORWARDING CO., INC., 4000
West Sample Street, South Bend,
Ind. 46627. Applicant's representative:
Charles Pleroni (same- as above). Au-
thority sought to, operate as a- common
carrier, by motor vehicle, over irregular
routes, transportlhg: self-propelled fork
trucks, the transportation of which, be-
-cause of size or weight, require the use
of special equipment, and sel-propelled
forl. trucks each weighing 15,000 pounds
or more, from Battle Creek, MIch., to
points in Maine, Nerr Hampshire, Ver-
mont, lassachusetts, . Connecticut,
Rhode Island, New Jersey, Delaware, the
District of Columbia, North Carolina,
South Carolina, Georgia, Florida, Ala-
bama, Tennessee, MissisIppi; Loulsiana,
Arkansas, I'inoIs, Missouri, Iowa, Wis-
consin, Minnesota, North Dakota, South
Dakota, Nebraska, Kansas, Oklahoma,
Texa , New Mexlco; Colorado, Wyoming,
Montana; Idaho, Utah, Arizona, Call-
fornia, Oregon. Nevada, Washington,
those' in Indiana on and west of Inter-
state Highway 65,. those in Maryland on
and east of InterstateHighway 95, those
in New York on and east of Interstate
Highway 81 thosen Kentucky on, south
and west, of aline beginning at the Ken-
tucky-Indiana State line and extending
along Interstate Highway 65 to Junction
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Kentucky Highway 6, thence along
Kentucky Highway 6L to.the- ntucky-
Tennessee State line, and- thosa in Vir-
ginta, on and south of a- line beg nning
at the Virginia-West Virgini State line
and' extending along the Shenandoah-
Rockingham County line, to jnnction-U.S.
Highway 211, thence along -US. High-
way 211 to. the Virginia-Distict of
Columbia line. The purpose of this filing
Is to eliminate the gateway of Benton
Harbor, Mich.

No. MC 37203 (Sub-No. E12), filed
May 31. 1974. Applicant: MILSTEAD
VAN LINUS, INC., P.O. Drawer 878,
Bartlesville, Okla. ApplicantVs repre-
sentative: Thoma& P. Sedberr3, Suite
1102, Perry-Brooks Bldg., Austin, Tex
78701. Authority sought to. operate as a
common carnier, by motor vehicle, over
irregular routes, transportiug- Mfouse-
hold. goods, as defined by: the Commi-
slon, between points in Wyoming; on the
one hand, and, on the other,.points in
that part of Texas on and east of a line
beginning at the Texas-Oklahoma State
line and extending along U.S. Highway
183 to its- junction wit1 U.S Highway
377, thence along US. Highway 377 to
Its junction with D!T. Highway 87, thence
along U.S. Highway 8T to- itz- junction
with U.S. Highway 81, thence along U.S.
Highway 81 to the lnited States,-lexico
International Boundary line. The pur-
pose of this- filing is to eliminate the
gateways of Tulsa, Okla., and points in
Oklahoma within 80° miles of Tulsa.

No. MC 51146 (Sub-No. E15) (Correc-
tlbn), flied November 2, l74published in
the l RmuiREcms=LDecember 10 197&
Republished in. the Fzux, R=Es
February 11, 1975. Applicant,: SCHNEI-
DER TRANSPORT, INC.. P.O. Box 2298,
Green Bay, Wisc. 54306-Applicant's rep-
resentative: Nell A. DuXardin (same as
above). Authority sought to operate as
a common. carr er. by motor vehicle, over
Irregular routes, transporting: (36)
Paper and, paper producfs (except com:-
modities in bulk) from points, in Ohio
on an& within an. agea bordered on the
north by U.S. Highway 35, on- the west
by U.S. Highway 27, on the south by
Ohio. Highway 129, and- on. the east by
U.S. Highway 25 (except points in
Hamilton. and Middletown, Qhlo and
their Commercial Zones), to, M mphis-
Tenn., and points in North- Dakot,
South Dakota, Nebraska, Kansas, Okla-
homa, MissLsippiL Texas, Louisiana, Ar-
kansas, Maine. New Hampshire, Vermont,
Mew York, Massachusetts, Connecticut,
Rhode. Island, New Jersey, Delaware,
Maryland. Virginia (except points west
of U.S. Highway 21), North Carolina
(except points rest of a line beginning
at the intersection of the North.'Cara-
line-Virginia State line and U.S. High-
way 21, thence along UZ. Highway 21 to
Sparta, thence along North Carolina
Highway 18 to Roxboro, thence along
North Carolina Highway 16 to its junc-
tion with U.S. Highway 321, thence along
U.S. Highway 321 to the North Carolina-
South Carolina State line). South Caro-
lina (except points west of a line'
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beginning at the intersection of the
North Carolina-South Carolina State
line and U.S. Highway 321, thence along
U.S. Highway 321 to its intersection with
South Carolina Highway 72, thence along
South Carolina Highway 72 to Green-
wood, thence along U.S. Highway 25 to
the Georgia-South Carolina State line),
Missouri (except points east of a line
beginning at the intersection of the Iowa-
Missouri State line and U.S. Highway
136.
Thence along U.S. Highway 136 to the
intersection of Missouri Highway 15,
thence along Missouri Highway 15 to
Mexico, thence along U.S. Highway 54 to
Jefferson City, thence along U.S. High-
way 63 to Cabool, thence along U.S.
Highway 60 to Poplar Bluff, thence along
U.S. Highway 67 to the Missouri-Ar-
kansas State line, Alabama (except
points north of a line beginning at the in-
tersection of the Alabama-Mississippi
State line and U.S. Highway 78, thence
along U.S. Highway 78 to Hamilton,
thence along U.S. Highway 278 to the
Georgia-Aabama State line); and the
District of Columbia. Restriction: The
authority granted above is restricted
against the transportation of -pulp-
board, pulpboard products, and waste
paper. (The plant site of Laminated
and Coated Products Div., of St. Regis
Paper Co., at Troy, Ohio) *; (53)
papzr and paper products, (except
commodities in bulk), from Newark
and Rochester, N.Y., to points in
Kansas, Oklahoma, Texas, Louisiana,
North Dakota (except points east and
south of a line beginning at the inter-
section of the International Boundary
between Canada and North Dakota and
U.S. Highway 281, thence along U.S.
Highway 281 to its junction with North
Dakota Highway 3, thence along North
Dakota Highway 3 to its junction with
U.S. Highway 2, thence along U.S. High-
way 2 to its intersection with North
Dakota Highway 14, thence along North
Dakota Highway 14 to its junction with
U.S. Highway 83, thence along U.S. High-
way 83 to the North Dakota-South
Dakota State line), South Dakota (ex-
cept points east and south of a line
beginning at the intersection of the
North Dakota-South Dakota State line
and U.S. Highway 83,'thence along U.S.
Highway 83 to its intersection with U.S.
Highway 14, thence along U.S. Highway
14 to its intersection with South Dakota
Highway 73, thence along South Dakota
Highway '13 to the South Dakota-Ne-
braska State line), Nebraska (except
points north and east of a line beginning
at the intersection of.the South Dakota-
Nebraska State line and Nebraska Hight
way 61, thence along Nebraska Highway
61 to its intersection with U.S. Highway
30, thence along U.S. Highway 30 to its
intersection with U.S. Highway 183,
thence along U.S. Highway 183 to its in-
tersection with U.S. Highway 6.
Thence along U.S. Highway 6 to its inter-
section with U.S. Highway 281, thence
along U.S. Highway 281 to its insersec-
tion with Nebraska Highway 4, thence
along Nebraska Highway 4 to Beatrice,

thence along U.S. Highway 77 to the
Nebraska-Kansas State line), Missouri
(except points east and north of a line
beginning at St. Joseph, thence along
U.S. Highway 169 to its intersection with
U.S. Highway 50, thence along U.S. High-
way 50 to Sedalia, thence along U.S.
Highway 65 to its intersection with Mis-
souri Highway 14, thence along Missouri
Highway 14 to West Plains, thence along
U.S. Highway 63 to the Missouri-Ar-
kansas State line), Arkansas (except
points north and east of a line beginning
at the intersection of the Missouri-Ar-
kansas State line and U.S. Highway 63,
thence along U.S. Highway 63 to its in-
tersection with Arkansas Highway 1,
thence alohg Arkansas Highway 1 to its
intersection with U.S. Highway 49,
thence along U.S. Highway 49 to the
Arkansas-Mississippi State line), Mis-
sissippi (except points north and east of
a line beginning at the intersection of
the Arkansas-Mississippi State line and
U.S. Highway 49, thence along U.S. High-
way 49 to its junctioA with U.S. Highway
49E, thence along U.S. Highway 49E to
Greenwood, thence along U.S. Highway
82 to the Alabama-Mississippi State
line), and Alabama (except points north
and east of U.S. Highway 82). (Paxinos,
Pa., and the plant site of Laminated and
Coated Produbts Dlv., of St. Regis Pa-
per Co., pt Troy, Ohio) *. The purpose of

-this filing is to eliminate the gateways
marked with asterisks above. The pur-
pose of this partial correction Is to clar-
ify the commodity descriptions. The re-
mainder of this letter-notice will remain
as previously publisheff.

No. MC-61403 (Sub-No. E34) (Cor-
rection), filed May 31, 1974, republished
in the FEDERAL REGISTER January 27,
1975. Applicant: THE MASON AND
DIXON TANK LINES, INC., P.O. Box
969, Kingsport, Tenn. 37662. Applicant's
representative: Charles E. Cox (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: (2) Liq-
uid chemicals, in bulk, in tank vehicles,
(a) from points in Tennessee on and
east of U.S. Highway 85, to points in
North Dakota on and east of U.S. High-
way 85, and points in South Dakota, on
and east of U.S. Highway 27 (Kingsport,
Tenn., and Marshall, III.) *, and (b)
from points in Tennessee on, east, and
north of a line beginning at the Tennes-
see-Kentucky State line and extending
along Interstate Highway 75 to Knox-

,ville, thence along U.S. Highway 411 to
Newport, thence along U.S. Highway 70
to the Tennessee-North, Carolina State
line, to points in Colorado east of U.S.
Highway 85, points in Iowa, Kansas, and
Nebraska (Kingsport, Tenn., and Mar-
shall, Ill.) *. The purpose of this filing
is to eliminate the gateways indicated by
asterisks above. The purpose of this
partial correction is to correct a high-
way description in (2) (a) above, and to
expand the territorial description in (2)
(b) 'above. The remainder of this letter-
notice remains as previously published.

No. MC 100666 (Sub-No. E40), filed
April 18, 1974. Applicant: MELTON

TRUCK LINE, INC., 1129 Grimmett
Drive, P.O. Box 7666, Shreveport, La,
71107. Applicant's representative: Rich-
ard W. Mays (Same as above). Author-
ity sought to operate as a common car-
rier, by motor vehicle, over irregular
routes, transporting: Composition board,
from points in Texas (except Pineland
and Silsbee, ari~d particle board from D1-
boll), to points in Indiana. The purpose
of this filing is to eliminate the gateways
of Irving, Tex., and Miami, Okla.; Irving,
Tex., and Craig, Okla.; -Pineland, Tex.:
Silsbee, Tex.; and Acme, Tex., and
Miami, Okla.
• No. MC-107295 (Sub-No. E202), filed

May 14, 1974. Applicant: PRE-FAB
TRANSIT CO., P.O. Box 146, Farmer
City, Ill. 61842. Applicant's representa-
tive: Dale L. Cox (same as above). Au-
thority sought to operate as a common
carrier, by motor Vehicle, over irregular
routes, transporting: Prefabricated and
precut buildings or houses, complete,
knocked down, or In sections and all
component parts necessary to the con-
struction, erection, or completion of such
buildings or houses, when shipped with
same, (1) from points in that part of
West Virginia located in and east of Jack-
son, Kanawha, Boone, Wyoming, and
McDowell Counties to points in that part
of Georgia located in and south of Early,
Baker; Mitchell, Colquitt, Cook, Berrien,
Coffee, Bacon, Appling, Tattnall, Evans,
Bulloch, and Effingham Counties; (2)
from points in that part of West Vir-
ginia located in and east of Jackson,
Kanawha, Boone, Wyoming, and Mc-
Dowell Counties to points in that part of
Kentucky located in and north of Car-
lisle, Graves, Marshall, Lyon, Caldwell,
Hopkins, McLean, Ohio, Grayson, Har-
din, Nelson, Spencer, Shelby, Henry,
and Carroll Counties; (3) from points
In West Virginia to points in Texas,
Oklahoma, Louisiana, and to points in
that part of Mississippi located in and
west of Tunica, Quitman, Tallahatchie,
Leflore, Humphreys, Yazoo, Hinds, Co-
piah, Jefferson, Adams, and Wilkinson
Counties. The purpose of this filing Is
to eliminate the gateways of (1) Lum-
berton, N.C., (2) Lumberton, N.C., (3)
points in Ohio, and (4) points In Ten-
nessee and Arkansas.

No. MC 107295 (Sub-No. E203), filed
May "14, 1974. Applicant: PRE-FAB
TRANSIT CO., P.O. Box 146, Farner
City, Ill. 61842. Applicant's representa-
tive: Dale L. Cox (same as above). Au-
thority sought to operate as a commono
carrier, by motor vehicle, over irregular
routes, transporting: Buildings, com-
plete, knocked down, or in sections, in-
cludIng all component parts, materials,
supplies, and fixtures, and when shipped
with such buildings, accessories used in
the erection, construction, and complb-
tion thereof, (1) from points in Michigan
to points in Arizona and New Mexico, (2)
from points in the Lower Peninsula of
Michigan to points in that part of Cali-
fornia located in and south of San Luls
Obispo, Kerns, and San Bernardino
Counties; (3) from points In Michigan
to points in Colorado, Nevada, Utah, and
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Wyoming; and (4) from points in the
Lower- Peninsula of Michigan, to points
in that part of Idaho located in and south
of Nez Perce,- Lewis, and Clearwater
Counties. The purpose of this filing is to
eliminate the gateways of (1) Pine Bluff,
Ark.7 (2) Pine Bluff, Ark.; (3) points in
Wapello County, Iowa; and (4) points in
Wapello County, Iowa.

No. MC 107403 (Sub-No. E409), filed
May 29, 1974. Applicant: MAT TACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sdught to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Nitro paragnes and deriv-
atives thereof,'in bulk, in tank vehicles,
from Sterlington, La., to points in Mich-
igan (except those points that are both
west of U.S. Highway 131 and south of
Michigan Highway 89). The purpose of
this filing is to eliminate the gateway of
Ashland, Ky.

No. MC-107403 (Sub-No. E411), filed
May 29, 1974. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier,,
by motor vehicle, over irregular routes,
'transporting: Methanol, in bulk, in tank
vehicles, from Sterlington, La., to points
In Ohio (except points west of U.S. High-
way 62, and points south of U.S. High-
way 40), and Michigan (except those
points that are both west of U.S. High-
way 27 south of U.S. Highway 10). The
purpose of this fling is to eliminate the
gateway of Ashland, Ky.

No. MC-107403 (Sub-No. E451), filed
May 29, 1974. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicait's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Liquid chemicals, in bulk,
in tank vehicles, from the facilities of
American Cyanamid at Avondale, La., to
points in Iowa; Minnesota, Wisconsin,
and points in Nebraska east of U.S.
Highway 83. The purpose of this filing is
to eliminate the gateway of Mapleton,:I.i

No. MC 107403 (Sub-No. E545), filed
May 29- 1974. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Creosote oil in bulk, in
tank vehicles, from the facilities of
Witco Chemical Co., Inc., at or near
Jasper, Tex., to points in Ohio (except
points that are both west of U.S. High-
way 68 and south of US. Highway 40).
The purpose of this fling is to eliminate
the gateways of Baton Rouge, La., and
Ashland, Ky.

No. .MC 107403 (Sub-No. E553), filed
May 29, 1974. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:

John Nelson (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Anhydrous ammonia
and murlatic acid, in bulk, in tank ve-
hicles, from Freeport, Tex., to points in
Alabama, Florida. Georgia, Illinois, In-
diana, Kentucky, North Carolina, South
Carolina, Wisconsin, Tennessee (except
Kingsport, Tenn.), and Missouri (except
those points west of U.S. Highway 63).
The purpose of this filing is to eliminate
the gateway of Baton Rouge, La.

No. MC-107403 (Sub-No. E568), fled
May 29, 1974. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Creosote oil wood prese;va-
tives, in bulk, in tank vehicles, from Lone
Star, Tex., to points in Delaware, Mary-
land, New Jersey, New York, and Penn-
sylvania. The purpose of this filing is to
eliminate the gateways of Greensboro,
N.C., and Baton Rouge, La.

No. MC-.107403 (Sub-No. E586), filed
May 29, 1974. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as "above). Authority
sought to operate as a common. carrier,
by motor vehicle, over irregular routes,
transporting: Creosote oil, in bulk,, In
tank vehicles, from Point Comfort, Ten.,
to points in Michigan (except those
points that are both west of U.S. Highway,
131 and south of Michigan Highway 89),
and Ohio (except those points that are
both west of U.S. Highway 23 and south
of U.S. Highway 40). The purpose of this
fling is to eliminate the gateways of
Baton Rouge, La., and Ashland, Ky.

No. MC 107403 (Sub-No. E656). filed
January 31, 1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above) Authority
sought to operate as a common carrier, by
motor vehicle, over Irregular routes,
transporting: Bicarbonate of soda (dry),
and sodium carbonate (monohydrated,
dry), in bulk, in hopper and mechanicaj
discharge type vehicles, from the facili-
ties of Church and Dwight Co., Inc, at
Syracuse N.Y., to points in Kansas and
MissourLThe purpose of this fling is to
eliminate the gateways of Erie, Pa., Ash-
tabula County, Ohio, facilities of B-'.
Goodrich Co., in Milan Township, Ind.,
and the facilities of Stepan Chemical Co.,
at or near Millsdale, I1.

No. MC 107403 (Sub-No. E657), filed
January 31, 1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above) Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Petroleum and petroleum
products, as described in Appendix TT
to the report in Descriptions in Motor
Carrier Certificates, 61 M.C.C. 209 (except
liquefied petroleum gas and except petro-

leum chemicals as defined in Appendix
XV to the Description case above cited),
in bulk, in tank vehicles, from the facil-
Ities of Flexi-Flo of Penn Central Trans-
portation Co., at Rochester," N.Y., to
points in Maryland, North Carolina,
South Carolina, and Virginia. The pur-
pose of this filing is to eliminate the gate-
way of McKean County, Pa.

No. MC 107403 (Sub-No. E658), filed
January 31,1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Author-
ity sought to operate as a common car-
rier, by motor vehicle.- over irregular
routes, transporting: Bicarbonate of
soda (dry) and sodium carbonate (mono-
hydrated, dry), in bulk, in hopper and
mechanical discharge type vehicles, from
the facilities of Church and Dwight Co.,
Inc., at Syracuse, N.Y., to points in lNew
Hampshire and Maine. The purpose of
this fling is to eliminate the gateway of
Springfield, Mass.

No. MC 107403 (Sub-No. E661), filed
January 31, 1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne.
Pa. 19050. Applicant's representative:
John Nelson (same as above). Author-
Ity sought to operate as a common car-
rier, by motor vehicle, over irregular
routes, transporting: Dry cacium, chlo-
ride, in bulk, in tank vehicles, from
points n New York east of New York
Highway 14to points inllinois and Wis-
consin. The purpose of this fling is to
eliminate the gateways of Solvay, N.Y.,
Ashtabula, Ohio, and the facilities of
B. F. Goodrich, Co., at Milan Township,
Ind.

No. MC 107403 (Sub-No. E662), fled
January 31, 1975. Applicant: ATLACK.
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier;
by motor vehicle, over irregular routes,
transporting: Dry calcium chlzoride, in
bulk, in tank vehicles, from points in
New York west of a line beginning at the
Pennsylvania-New York State line and
extending along New York Highway 14 to
junction New York Highway 13, thefice
along New York Highway 13 to junction
U.S. Highway 11, thence along US.
Highway 11 to Junction Interstate High-
way 81, thence along Interstate Highway
81 to the St. Lawrence River, to points in
Massachusetts, Vermont, Connecticut.
Rhode Island, and New Hampshire. The
purpose of this filing is to eliminate the
gateway of Solvay, N.Y.

No. MC 107403 (Sub-No. E663), filed
January 31, 1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Tansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier.
by motor vehicle, over irregular routes,
transporting: Dry calcium chloride, in
bulk, In tank vehicles, from points in
New York west of a line beginning at the
New York-Pennsylvania State line and
extending along New York Highway 14
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to junction New York Highway 13,
thence along New York Highway 13 to
junction 'U.S. Highway 11, thence along
U.S. Highway 11 to junction Interstate
Highway 181, thence along Interstate
Highway 81 to the St. Lawrence River. to
points in Maine. The purpose of this fil-
ing is to eliminate the .gateways of
Solvay, N.Y., and Springfield, Wkass.

No. MC 107403 (Sub-No. E666), filed
January 31,1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Landsdowne,
Pa. 19050. Applicant's xepresentative:
John Nelson (same as above). Authority
sought to operate as a co7mon carrier,
by motor .vehicle, over irregular xoutes,
transporting: -Dry calcium chlori e, In
bulk, iii tank vehidles, from thelMichigan
Counties of Lenawee, Monroe, Hillsdale,
Jackson, Washtenaw, and - Wayne, the
Ohio Counties of Lucas, Wood, Fulton,
Ottawa, Sandusky, 3Erie, Henry, Wil-
liams, and Defiance, and the Indiana
Counties of Steuben, De Kalb, and Allen,
to points in Maine. The purpose of this
filing Is to eliminate the gateways of
Birmingham, Ala., Painesvile, Ohio, Sol-
vay, N.Y., and Springfield, Mass.

No. MC 107403 (Sub-No. E667), filed
January,31, 1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Landsdowne,
Pa. 19050. Applicants representative.
John Nelson (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: .Dry calcium chloride, in
bulk, in tank vehicles, from those points
n Pennsylvania and Maryland within

150 miles of Monongahela, Pa., to points
In Maine. The purpose of this filing is to
eliminate the gateways of Lewistown, Pa.,
Solvay, N.Y., and Springfield, Mass.

"No. MC 107403 (Sub-No. E671), filed
January 31, 1975. Applicant: MA.LACK,
INC., 10 W. Baltimore Ave., Landsdowne,
,Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Diry chemicals (except cal-
cium chloride), fronithe Michigan Coun-
ties of Lenawee, Monroe, Hilsdale, Jack-
son, Wpzhteiaw, and Wayne, the Ohio
Counties of Lucas, Wood, Fulton, Ottawa,
Sandusky, Erie, Henry, Williams and De-
fiance and the Indiana Counties of Steu-
ben, De Kalb, and Allen, to points in Con-
necticut, Massachusetts, NewHampshire,
'Rhode Island, and Vermont. The purpose
of this filing is to eliminate the gateways
of Birmingham, Ohio, Painesvflle, Ohio,
and Solvay, N.Y.

No. MC 107403 (Sub-No. E672), filed
January 31, 1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Landsdowne,
Pa. 19050. Applicant's Tepresentative:
John Nelson (same as above). Authority
-sought to operate as a common carrier,
'by motor vehicle, over irregular routes,
transporting: Dry chemicals, in bulk, In
tank vehicles, from Solvay, N.Y., to
points in Kansas and Missouri. -The pur-
pose of this filing isto eliminate the gate-
'ways of Ashtabula County, Ohio, the fa-
:cilities of Stepan Chemical Co., at or
mear Millsdale, Il., and the facilities of

B. F. Goodrich -Co., at Milan Township,
Ind.

No. MC 107403 (Sub-No. E673), filed
January 31, 1975. Applicant: MATLACK,
INC., 10 WT-altlmore Ave., Lansdowne,
'Pa. 19050. Applicant's representative:
John Nelson '(same as above). Authority
sought to operate as a common carrier,

y notor vehicle, over irregular routes,
transporting: Silicate of soda, dry, In
bulk, in tank -or hopper-type vehicles,
-Skaneateles Falls, N.Y., to points in
Kansas and Missouri. The purpose of this
filing is to eliminate the gateways of
Ashtabula County, Ohio, fzcilities of B.
F. Goodrich Co., at Milan Township,
Ind., facilities of Stepan Chemical Co.,
at or near Mfllsdale, Ill.

No. WC 107403 (Sub-No. E675), filed
January 31, 1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
'Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Silicate of soda, dry, in
bulk, in tank or hopper-type vehicle,
from Skaneateles Falls, N.Y., to points
in Maryland. The purpose of this filing
is to eliminate the gateway of Lewistown,
Pa.

No. MC 107403 (Sub-No. E676), filed
January 31, 1975. Applicant: MATL ACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier,

,'by motor vehicle, over irregular routes,
transporting: Silicate of soda, dry, in
'blk, in tank or hopper type vehicles,
-from Skaneateles Falls, N.Y., to points

-in Wisconsin and Illinois. The purpose
of this filing is to eliminate the gateways
of Cleveland, Ohio, and facilities of B.
F. Goodrich Co., at Milan Township, Ind.

No. MC 107403 (Sub-No. E677), filed
January 31, 1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
-sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Silicate of soda, dry, in
bulk, in tank 'or hopper type vehicles,
Trom Skaneateles Falls, N.Y., to points
in Kentucky, Indiana, and Michigan. The
purpos of 'tLs filing is to eliminate the
gateway of Cleveland, Ohio.

No. MC 107403 (Sub-No. E673), filed
January 31,1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Dry chemicals, in bulk, in
tank vehicles, from Springfield, Mass., to
points in Kansas. The purpose of this fl-
ing is to eliminate thp gateways of Sol-
vay, N.Y., Ashtabula, Ohio, facilities of
B. F. Goodrich Co., at Milan Township,
Ind., and facilities of Stepan Chemical
Co., at or near Millsdale, I31.

'No. MC 107403 (Sub-No. E679), filed
January 31, 1975. Applicant: MATLACK,

'INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
-John Nelson (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Dry chemlcals, In bull:, In
tank vehicles, from the facilities of tho
Flexi-Flo terminal -f Penn Central at
Beacon Park, Mass., to points In Kansas.
The purpose of this filing is to eliminate
the gateways of Springfield, Mass., facil-
ities of -Stepan Chemical Co., at or near
Millsdale, Ill.

No. MC 107403 (Sub-No. E680), filed
January 31,1975. Applicant: M2ATtACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
Kenneth n. Nelson (same as above). Au-
thority sought to operate as u common
carrier, by motor vehicle, over in'egular
routes, transporting: Dry chemicals, in
bulk, in tank vehicles, from the Flexi-
Flo terminal of Penn Central at Beacon
Park, Mass., to points in Alabama, Dela-

-ware, Georgia, Iowa, Illinois, Indlana,
Missouri, North Carolina, Pennsylvania,
Kentucky, Maryland, Michigan, Minne-
sota, New Jersey, Ohio, South Carolina,
Tennessee, Virginia, West Virginia, Wis-
consin, New York, and District of Colum-
bia. The purpose of this filing is to eli-
minate the gateway of Springfield, Mass.

No. tC 1074Q3 (Sub-Nqo. E861), filed
January 31, 1975. Applicant: MfATIACIC,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operates as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Commodities, In bulk, In
tank vehicles (except cement and lique-
fled petroleum gas), from the Flexl-Flo
terminal of Penn Central at Rochester,
N.Y., to those points in Ohio, West Vir-
ginia, Pennsylvania, and Maryland with-
In 150 miles of Monongahela, Pa. The
purpose of this filing is to eliminate the
gateways of points in the Pennsylvania
Counties of Warren, McKean, Potter, and
Erie within 150 miles of Monongahela,
Pa.

No. MC 107403 (Sub-No. E683), filed
January 31, 1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne,
Pa. 19050. Applicant's representative:
John Nelson (same a3 above). Authority
sought to operate as a common carrier,
by motor vehicle, over IrregWlar routes,
transporting: Dry commodities (except
fly-ash and cement), In bulk, In tank
vehicles, from the facilities of Flexi-Flo
terminal of Penn Central at Rochester,
N.Y., to points n Kentucky, Indiana,
and Michigan. The purpose of this filing
is to eliminate the gateways of Erie, Pa,,
and Ashtabula, ,Ohlo.

No. MC 107403 (Sub-No. E684), filed
January 31,1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lans(lowne,
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Drd chemicals, In bulk, in
tank vehicles (except cement and fly-
ash), from the facilities of the Flexi-Flo
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terminal of Penn Central at Rochester,
N.Y., to points in Illinois and Wisconsin.
The purpose of this filing is to eliminate
the gateways of Erie, Pa., Ashtabula,
Ohio; facilities of B.F. Goodrich at Milan
Township, Ind. -.

No. MC 107403 (Sub-No. E685)., filed
January 31, 1975. Applicant: MATLACK,
INC., 10 W. Baltimore Ave., Lansdowne.
Pa. 19050. Applicant's representative:
John Nelson (same as above). Authority
sought tor operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Dry chemicals (except
cement), in bulk, in tank vehicles, from
the Flexi-Flo terminal of Penn Central
at Rochester, N.Y., to points in Maryland
(except those within 150 miles of
Monongahela, Pa.). The-purpose of this
filing is to eliminate the gateways of
Lewistown, Pa., and Coudersport, Pa.

No. MC 107515 "(Sub-No. E113) (Cor-
rection) f 'ed May 29, 1974. Published in
the FEDERAL REGISTER February 19, 1975.
Applicant: REFRIGERATED TRANS-
PORT CO., INC., P.O. Box 308, Forest
Park, Ga. 33050. Applicant's representa-.
five: Bruce E. Mitchell, Suite 375, 3379
Peachtree Rd. NE., Atlanta, Ga. 30326.
Authority sought to-operate as a common
carrier,- by motor vehicle, over irregular
routes, transporting: Meats, meat prod-
ucts and meat by-products, as described
In Section A of Appendix I to the report
in Descriptions in Motor Carrier Cer-
tificates, 61 M.C.C. 209 ind 766, in vehi-
cles equipped with mechanical refrigera-
tion (except commodities in bulk, in tank
vehicles, hides), from New York, N.Y.,
to points in Illinois on and south of a
line beginning at the Indiana-Illinois
State line, at Shawneetown, l., thence
'along Illinois Highway 13, to junction
with Illinois Highway 149, thence along
Illinois Highway 149 to its junction with
Illinois Highway 3, thence along Illinois
Highway 3 to Chester at junction of Ill-
nois Highway 51, thence along Illinois
Highway 51 to the Ilinois-Missouri State
line, that part of Missouri on and south
of a line beginning at the Missouri-
Illinois State line, thence along Missouri
Highway 51 to junction U.S. Highway 61
at Perrytile, Mo., thence north along
U.S. Highway 61 to junction Missouri
Highway 32, thence along Missouri High-
way 32 to junction U.S. Highway 67 a t
Farmington, Mo., thence north along
U.S. Highway 67 to junction Missouri
Highway 8, thence along Missouri High-
way 8 to junction U.S. Highway 66,
thence along U.S. Highway 66 to junction
Missouri Highway 64 at Lebanon, Mo.,
thence along Missouri Highway 64 to
junction U.S. Highway 65. thence north
along US. Highwiy 65 to the junction of
U.S. Highway 54 at Preston, Mo., thence
along U.S. Highway 54 to the Missouri-
Kansas State line. The purpose of this
filing is to eliminate the gateways of
Richmond, Va., and Madison, Tenn. The
purpose of this correction is to clarify
highway description.

No. MC 107515 (Sub-No. E241) (Cor-
rection), filed May 29, 1974. Published in
the FEDERAL REGISTER February 18, 1975.

Applicant: REFRIGERATED TRANS- vehicle, over irregular routes, transport-
PORT CO., INC., P.O. Box 308, Forest lng: Petroleum and petroleum products,Park, Ga. 33050, Applicant's representa- as described in Appendix XIII to the re-
tive: R. AL Tettlebaum, Suite 375, 3379 port in Descriptions in. Motor Carrier
Peachtree Rd. NE., Atlanta, Ga. 30326. Certificates, 61 M.C.C. 209, in bulk, in
Authority.sought to operate as a common tank vehicles, from Eau Claire, Wis., and
carrier, by motor vehicle, over irregular points within 20 miles thereof, to points
routes, transporting: Such sandwich in Montana. The purpose of this filipg is
spreads as are considered dairly Prod- to eliminate the gateways of St. Cloud,
ucts, as described in Section B of Ap- Minn., and Jamestown, N. Dak.
pendix I to the report in Descriptions in No. MC 108449 (Sub-No. E83), med
Motor Carrier Certificates, 61 M.C.C. 209 May 21 19 AppicN EN3),Nbed
and 766 (except commodities in bulk, in May 21 1974. Applicant: IND nul; TRUCK[ INIE, INC., 1947 WV. County
tank vehicles), in vehicles equipped with Rd. C. St. Paul, Mnn. 55113. Applicant'smechanical refrigeration, from Omaha, repreentative: W. A. Myllenbeck (same
Nebr., to the District of Columbia, Vir- asabove: o sg to oeate
ginia (except points in Frederick County, as a common carrier, by motor vehicle,
Va.), points in Maryland on, south, and over Irregular routes, transporting: re-
east of U.S. Highway 301. The purpose of roleum products, in bulk, in tank ye-
this filing is to eliminate the gateway of hdes, from the terminal of Duluth Pe-
Knoxville, Tenn. The purpose of. this troleu Products about eight miles from
correction is to clarify territorial Duluth, Mi.nn., and points within two
destination. miles thereof, to points in Illinois. The

No. MC 108449 (Sub-No. E59), filed purpose of this filing is to eliminate the
May 17, 1974. Applicant: INDIANHEAD gateways of St. Paul, Minn., and Du-
TRUCK LINE, INC., 1947 W. County buque, Iowa.
Rd. C, St. Paul. MiInn. 55113. Appli-U No. MC 108449 (Sub-No. rE93), filed
cant's representative: W. A. Myllenbeck May 21, 1974. Applicant: INDIAt D(same as above). Authority sought to TRUCK LINE, INC., 1947 W. County
operate as a comnmo4 6arrier, by motor Rd. C, St. Paul, Minn. 55113. Applicantsvehicle, over irregular routes, transport- representative: W. A. Myllenbeck (same
ing: Petroleum products, as described in as above). Authority sought to operate
Appendix XIII to the report in Descrip- as a common carrier, by motor vehicle,tions in Motor Carrier Certificates, 61 over irregular routes, transporting: Pe-
M.C.C. 209, in bulk. in tank vehicles, troleum products, In bulk, in tank ve-from Noyes, Minn., to points in Wiscon- hicles, from Grand Forks, N. flak., and
sin. The purpose of this filing Is to e~lm- points in North Dakota within 10 miles
inate the gateways of Fargo, N. flak., thereof, to points in Illinois. The purpose
and St. Cloud and ailnneapolis, Minn. of this filing Is to eliminate the gateways

No. MC 108449 (Sub-No. E60), filed of the terminal-of the Williams Brothers
May 17, 1974. Applicanti INDIANHEAD Pipe Line Company terminal in Krone-
TRUCK LINE, INC., 1947 W. County wetter, Marathon County, Wis., the fa-
Road C, St. Paul, Minn. 55113. Appli- cilities of American Oil Company, Du-
cant's representative: W. A. Myflenbeck buque, Iowa, and Minneapolis, Minn.
(same as above). Authority sought to No. MC 108449 (Sub-No. E94), filedoperate as a common carrier, by motor May 21. 1974. Applicant: INDIANEAD
vehicle, over Irregular routes, transport- TRUCK LINE, INC., 1947 W. County
ing: Petroleum products, in bulk, in tank Rd. C, S. Pal, M i. 55113. Applcan's
vehicles, from Noyes, Minn., to points in representative: Min. Myllenbeck (same
Wisconsin. The purpose of this fling Is as above). Authority sought to operate
to eliminate the gateways of GrandFork, N Dal. ad M~regr, inn as a common carrier, by motor vehicle,
Forks, N. Dak., and McGregor, M5lnn. over irregular routes, transporting: Pe-

No. MC-108449 (Sub-No. E61), filed roleun products, as described in Ap-May 21, 1974. Applicant: INDIANEMAD pendix XII to the report in Descriptions
TRUCK LINE, INC., 1947 W. County in Motor Carrier Certificates, 61 M.C.C.
Rd. C. St, Paul. Mnn. 55113. ApplL- 209, in bulk, in tank vehicles, from Wren-
cant's representative: W. A: Myllenbeck shall, Minn., to points in Nebraska. The(same as above). Authority sought to purpose of this iling Is to eliminate the
operate as a common carrier, by motor gateways of the terminal of the Williamsvehicle, over irregular routes, transport- Brothers Pipe Line Company at or near
ing: Petroleum products, as described in Spencer or Spirit Lake, Iowa; Minne-
Appendix XIII to the report in Descrip- apolis, Minn, and Superior, Wis.
tions in Motor Carrier Certificates, 61 No. MO 108449 (Sub-No. E95), fled
M.C.C. 209, in bulk, in tank vehicles, May 21, 1974. Appicant: E=T5),med
from'Eau Claire, Wis., and points with- TRUCK LINE, INC., 1947 W. Countyin 20 miles thereof to points in South R. C SL Paul, inn. 55113. AppllcantsDakota. The purpose of this filing is representative: W. A. Myllenbeck (same
to eliminate the gateway of St. Cloud, as above). Authority sought to operate
Minn. as a common carrier, by motor vehicle,

No. MC-108449 (Sub-No. E63), filed over irregular routes, transporting: Pe-
May 21,1974. Applicant: INDIANHEAD troleum products, as described in Ap-
TRUCK LINE, INC., 1947 W. County pendix II to the report IiDescriptions
Road C, St. Paul, Minn. 55113. Appli- in Motor Carrier Certificates, 61 LTC.C.
cant's representative: W. A. Myilenbeck 209, in bulk, in tank vehicles, from Wren-
(same as above). Authority sought to shall, Minn., to points in Illinois. Theoperate as a comrAon carrier, by motor purpose of this filing is to eliminate the
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gateways of LaCrosse, Wis., and Dubu-
que, Iowa.

No. MC 108449 (Sub-No. E96), filed
May 21, 1974. Applicant: f'INDIANHEAD
TRUCK LINE, INC., 1947 W. County Rd.
C, St. Paul, Minn. 55113. Applicant's rep-
resentative: W. A. Myllenbeck (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
Irregular routes, transporting: Petroleum
products, as described in Appendix XII
to the report in Descriptions in Motor
Carrier Certificates, 61 M.C.C. 209, in
bulk, In tank vehicles, from Wrenshall,
Minn., to points In Iowa, The purpose of
this filing Is to eliminate the gateways
of Superior, Wis., and St. Paul, Minn.

No. MC 108449 (Sub-No. E97), filed
May 21, 1974. Applicant: INDIANHEAD
TRUCK LINE, INC., 1947W. County Rd.
C, St. Paul, Minn. 55111. Applicant's rep-
resentative: W. A. Xyllenbeck (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
Irregular routes, transporting: Petrdieum
products, as described in Appendix
to the report in Descriptions in Motor
Carrier Certificates, 61 M.C.C. 209, in
bulk, In tank vehicles, from LaCrosse,
Wis., to points in the Upper Penninsula
of Michigan. The purpose of this fling
Is to eliminate the gateways -of Winona,
Mlinn., and Eau Claire, Wis.

No. MC 108449 (Sub-No. E98), filed
May 21, 1974. Applicant: ITDIANHEAD
TRUCK LINE, INC., 1947 W. County Rd.
C, St. Paul, Minn. 55113. Applicantfs rep-
resentative: W. A. Mylenbeck (same as
above). Authority sought to operate as a
common carrier, by 'motor vehicle, over
irregular routes, transporting: Petroleum
products, as described in Appendix =
to the report in Descriptions in Motor
Carrier Certificates, Z1 M; :C.C. 209, in
bulk, In tank vehicles, froh 'LaCrosse,
Wis., to those points in Minnesota on
and east of 'U.S. Highway 53. The pur-
pose of this filing is to eliminate the
gateway of St. Paul, Minn.

No. MC 108449 (Sub-No. E99), filed
May 21, 1974. Applicant: INDIANHEAD
TRUCK LINE, INC., 1947 W. County Rd.
C, St. Paul, Minn. 55113. Applicant's rep-
resentative: 'W. A. Myllenbeck (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
Irregular routes, transporting: Petroleum
products, in bulk, in -tank vehicles, from
Grand Forks, N. Dak., and points in
North Dakotawithin 10 miles thereof, to
those points in Minnesota on and east
of a line beginning at Lake Superior and
extending along U.S. Highway 61 to junc-
tion Minnesota Highway 210, thence
along Minnesota Highway 210 to the
Aitken County line, thence along the
Aitken County line to junction Mille Lacs
County line, thence along the Mille Lacs
County line to junction Sherburne
County line, thence along the Sherburne
County line to junction Minnesota -High-
way 15, thence along Minnesota Highway
15 tojunction U.S. Highway 212, thence
along U.S. Highway 212 to junction U.S.
Highway 71, thence along U.S. Highway

71 to the Iowa-Minnesota State line. The
purpose of this finrg is to eliminate the
gateway of McGregor, Minn.

No. MC i08449 (Sub-No. El0D), filed
May 21, 1974. Applicant: INDIANHEAD
TRUCK LINE, INC., 1947 West County
Road C, St. Paul, Minn. 55113. Appli-
cant's representative: W. A. Myllenbeck
(same as above). Authority sought to op-

"erate as a common carrier, by motor ve-
hicle, over irregular routes, transporting:
Petroleum products, in bulk, in tank ve-
hicles, from Grand Forks, N. Dak., and
points in North Dakota within 10 miles
thereof, to those points in Iowa on and
east of a linebeginning at the Minnesota-
Iowa State line and extending along
Iowa Highway 4 to junction Iowa High-
way 175, thence along Iowa Highway
175 to junction U.S. Highway 71, thence
along U.S. Highway 71 to junction U.S.
Highway 6, thence along U.S. Highway
6 to junction U.S. Highway 59, thence
along U.S. Highway 59 to the Iowa-Mis-
souri State line. The purpose of this
filing is to eliminate the gateways of St.
Cloud and Minneapolis, Minn.

No. MC 108449 (Sub-No. E101), filed
May 21, 1974. Applicant: INDIANHEAD
TRUCK LNE, INC., 1947 W. County Rd.
C, St. Paul, Minn. 55113. Applicant's
representative: W. A. Myllenbeck (same
as nbove). Authority sought to operate
as a common carrier, by motor vehicle,
over irregular routes, transporting:
Petroleum roducts, as described in Ap-
pendixXfltothe report in Descriptions
in-Motor Carrier Certificates, 61 M.C.C.
209, inbulk, intank vehicles,-from Grand
Forks, N. Dak., to points in Wyoming.
The :purpose of this filing is to eliminate
the gateways of argo, N. Dak., and Aber-
deen, S. Dak.

No. MC 110817 (Sub-No. El), filed
May 13, 1974. Applicant: E. L. FARMER
& COMPANY, 'Odessa, 'Tex. Applicant's
representative: James W. Hightower, 136
Wynnewood Professional Bldg., Dallas,
Tex. 775224. Authority sought to operate
as a common carrier, by motor vehicle,
over irregular routes, transporting: (1)
Machinery,' materials, suppies, and
equipment, incidental to, or used in, the
construction, development, operation,
and maintenance, of facilities for the
discovery, developmeht, and productiofh
of natural gaiandpetroleum (except the
picking up or strInging 'of pipe in con-
nection with main or trunk pipe lines);
(2) Earth drilling 7nachinery and equip-
ment, and machinery, equipment, ma-
terials, supplies, and pipe incidental to,
used in, or in connection with (a) the
transportation, instalation, removal,
operation, repair, servicing, maintenance,
and dismantling of drilling machinery
and equipment, (b) the completion of
holes or wells drilled, (c) the production,
storage, and transmission of commod-
ities resulting from drilling operations at
well or hole sites, and (d) the injection
or removal of commodities to or from
holes or wells; (3) Machinery, equip-
ment, materials, and supplies used In or
in connection wth the construction, op-
eration, repair, servicing, maintenance,

and dismantling of pipelines, other than
pipelines used for the transmission of
natural gas, petroleum, their products
and by-products, water, or sewerage, re-
stricted to the transportation of ship-
ments moving to or from pipeline rights
of way, (a) between points in that part
of Illinois south and east of a line be-
ginning at Savannah, Ill., on the Mis-
sissippi River, thence along U.S. High-
way 52 to junction Illinois Highway 26,
thence along Illinois HIghway 26 to the.
nllinois-Wisconsin State line, on the one
hand, and, on the other, poits In Nevada.
The purpose of this filing Is to eliminate
the gateway of any point In Oklahoma
or Texas.

No. MC 110817 (Sub-No. E2), filed
May 13, 1974. Applicant: E. L. FARMER
& COMPANY, Odessa, Tex. Applicant's
representative: James W. Hightower,
136 Wynnewood Professional Bldg.,
Dallas, Tex. 75224. Authority sought to
operate as a common earrier, by motor
vehicle, over Irregular routes, transport-
ing: (1) Machinery, materials, supplies,
and, equipment, incidental to, or used
in, -the construction, development, op-
eration, and maintenance of facilltlei
for the discovery, development, and
production of natural gas and petroleum
(except the picking up or stringing of
pipe in connection with main or trunk
pipe lines); (2) Earth drilling maclinery
and equipment, and machinery, equip-
ment, materials, 'supplies, and pipe
incidental to, used in, or n connec-
tion with (a) the transportation, In-
stallation, roamoval, operation, repair,
servicing, maintenance, and dismantling
of drilling machinery and equipment, (b)
the completion of holes or wells drilled,
(c) the production, storage, and trans-
mission of commodities resulting from
drilling operations at well or hole sites,
and.(d) the Injection or removal of com-
modities to or from holes or wells; and
(3) Machinery, equipment, materials,
and supplies used In or In connection
with the construction, operation, re-
pair, servicing, maintenance, and dis-
mantling of pipelines, other than pipe-
lines used for the transmission of natural
gas, petroleum, their products, and
by-products, water, or sewerage, re-
stricted to the transportation of ship-
ments moving to oil from pipeline
rights of way, between points In Nevada,
on the one hand, and, on the other,
points In Missouri. The purpose of this
filing is to eliminate the gateway of any
point In Oklahoma or Texas.

No. MC 110817 (Sub-No. E3), fled
May 13, 1974. Applicant: E. t. PARMER
& COMPANY, Odessa, Tex. Applicant's
representative: James W. Hightower,
136 Wynnewood Professional Bldg.,
Dallas, Tex. 75224, Authority sought to
operate as a common carrier, by motor
vehicle, over irregular routes, transport-
ing: (1) Machinery, materials, supplies,
and equipment, incidental to, or used
in, the construction, development, op-
eration, and maintenance of facililtlg
for the discovery, development, and
production of natural gas and petroleum
(except the picking up or stringing of
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pipe in connection with main or trunk
pipelines); (2) Earth drilling-machinery
and equipment, and machinery, equip-
ment, materials, supplies and pipe in-
cidental to, used in, or in connection,
with (a) the transportation, installa-
ion, removaL operation, repair, serv-
icing, maintenance, and dismantling of
drilling machinery- and equipment, (b)l
the-completion of holes or wells drilled,
(c) the production, storage, and trans-
mission of commodities resulting from
drilling -operations at well or hole sites,
-and (d) the injebtion or removal of com-
.modities to or from holes or wells; and
(3)- Mchinery, equipment, materials,
and supplies used in or in connection
with the construction, operation, re-
pair, servicing, maintenance, and dis-
mantling, of pipelines, other than pipe-
lines usedfor the transmissionof natural
gas, petroleum, their products, and
by, products, water, or sewerage, re-
stricted to the transportation of ship-
ments moving to or - from pipeline
Tights of way, between points in Tennes-
see, on the one hand, and, on the other,

- points in Nevada. The purpose of this
filing is to eliminate the gateway of any
point-inOklahoma.
- No iC.l108l.7 (Sub-No. E),filed May
13, 1974. Applicant: E. L. FARMER &
COMPANY, Odessa, Tex. Applicant's
representative: James W. HightoWer, 136
Wynnewood. Professional Bldg., Dallas,
Tex. 75224. Authority sought to operate
as a commom carrier, by motor vehicle,
over irregular routes, transporting: (1)
Machinery ,materials, supplies, and
equipment, incidental to. or used in, the
construction, development, operation,
and maintenance of facilities for the dis-
covery, development, and production of
natural gas and petroleum (except the
picking up or stringing of pipe in con-
nection with main or trunk pipelines);
(2) Earth drilling machinery and. equip-
ment, and machinery, equipment, ma-
terials, supplies, and pipe, incidental to,
used in, or in connection With (a) the
transportation, installation, removal, op-
eration, repair, servicing, maintenance,
and dismantling of drilling machinery
and equipment, (b) the completion of
holes or wells drilled, (c) the production,
storage, and transmission of commodities
resulting from drilling operations at well
or hole sites, and (d) the injection or'
removal of commodities to or from holes
or wells; and- (3) Machinery, equipment,
materials, and supplies used in or in con-
n~ction with the construction, operation,
repair, servicing maintenance, and dis-
mantling of pipelines, other than pipe-
lines used for-thetransmission of natural
gas, petroleum, their products, *and by-
products, water, or sewerage, restricted to
the transportatioh of. shipments moving
to or from pipeline rights' of way, be-
tween points-in Nevada, on the one hand,
and, on the other, points in Arkansas.
The purpose of this filing ,is to, eliminate
the gateway of any point in Oklahoma
or Texas. -

No. MC 110817 (Sub-No. ES), filed May
13, 1974. Applicant: E. L. FARMER &
COMPANY, Odessa, Tex. Applicant's

representative: James W. Hightower, 136
Wynnewood Professional Bldg., Dallas,
Tex. 75224. Authority sought-to operate
as a common. carrier, Sy motor vehicle,
over irregular routes, transporting: (I)
Machinery, materials, supplies, and
equipment, ipcidental to, or used in, the
construction, development, operation,
and maintenance of facilities for the dis-
covery, development, and production of
natural gas and petroleum (except the
picking up or stringing of pipe in con-
nection with main or trunk pipelines);
(2) Earth drillingmachinery and equip-
ment, and machinery, equipment, ma-
terials, supplies, and pipe, incidental to,
used in, or in connection with (a) the
transportation, installation, removal, op-
eration, repair, servicing, maintenance,
and dismantling, of drilling machinery
and equipment, (b) the completion of
holes or wells drilled, (c) the production,
storage, and transmission of commodities
resulting from drilling operations at well
or hole sites, and (d) the- injection or
removal of commodities to or from holes
or wells; and (3) Machinery, equipment,
materials, and supplies, used in or In con-
nection with the construction, operation,
repair, servicing.malntenance, and dis-
mantling of pipelines, other than pipe-
lines used for the transmission of natural
gas, petroleum, their products, and by-
products, water, or sewerage, restricted to
the transportation of shipments moving
to or from pipeline rights of way, be-
tween points in Louisiana, on the one
hand, and, on the otlier, points in Ne-
vada. The purpose of this filing Is to
eliminate the gateway of any point In
Oklahoma or Texas.

No. MC 110817 (Sub-No. E6), filed
May 13, 1974. Applicant: E. L. FARMER
& CO., Odessa, Tex. Applicant's repre-
sentative: James W. Hightower, 136
Wynnewood Professional Bldg., Dallas,
Tex. 75224. Authority sought to operate
as- a common carrier, by motor vehicle,
over irregular routes, transporting: (1)
Machinery, materials, supplies, and
equipment, Incidental to, or used in, the
construction, development, operation,
and maintenance of facilities for the
discovery, development, and production
of natural gas and petroleum (except the
picking up or stringing of pipe in con-
nection with main or trunk pipelines;
(2) Earth drilling machinery and equip-
ment, and machinery, equipment, mate-
rials, supplies, and pipe incidental to,
used in, or in connection with (a) the
transportation, Installation, removal, op-
eration, repair, servicing, maintenance,
and dismantling of drilling machinery
and equipment, (b) the completion of
holes or wells drilled (c) the production,
storage, and transmission of commodities
resulting from drilling operations at well
or hole sites, and (d) the Injection or
removal of commodities to or from holes
orwells; and (3) Machinery, equipment,
materials, and supplies used in or in con-
nection with the construction, opdration,
repair, servicing, maintenance, and dis-
mtntling of pipelines, other than pipe-
lines used for the transmission of natural
gas. petroleum, their products, and, by-

products, water, or sewerage restricted[
to the transportation of shipments mav-
Ing to or from pipeline rights of way. ba-
tween points in Nevada, on the oneband. 0
and, on the other; points in Mlssksippi.
The purpoze of this filing isto eliminate
the gateway of any point In Oklahoma. or
Texas.

No. MC 112617 (Sub-No. E521. fled
May 11, 1974. Applicant: IZQUID
TRANSPORTERS,1INC., P.O. EBox 21395.
Louisville, Ky. 40221. ApplicanVt's repre-
sentative: Charles R. Dunford (same as
above). Authority sought to operate as a
common. carrier, by motor vehicle, over
Irregular routes, transporting: Liquid.
chemicals, in bulk, In tank vehicles (ex-
cept those of which are petroleum prod-
ucta and are listed in Appendix x to
the report in Descriptions in Motor Car-
rier Cerli]tcates, 61 M.C.C. 209), in bulk,'
in tank vehicles, from Huntington, W
Va., to points in ississippi, Iowa, Ne-
braska, Minnesota, and Louisiana. The
purpose of this filing Is to ellmh e the
gateway of Doe Run, Ky.

No. MC 112617 (Sub-No. E56),. filed.
May 11, 1974. Applicant: LIQUID
TRANSPORTERS. INC., P.O. Box 21395.
Louisville, Ky. 40221. Applicant's repre-
sentative: Charles E. flunford (same- as
above). Authority sought to operate as a
common carrier, by motor vehicle,- over
irregular routes, transporting-: Chem-
icals, in bulk, In tankvehicles, from Shef-
field, Ala., and points within 15 miles
thereof, to points In Virginia. The pur-
pose of this fling is to eliminate the gate-
way of points in Robertson County, Tenn.

% No. MC 112617 (Sub-No. E63), filed
May 11, 1974. Applicant: LIQUID
TRANSPORTERS, INC., P.O. Box-21395,
Louisville, KY. 40221. Appllcant's repre-
sentative: Charles E. Dunford (same as
above). Authority sought to operate as a,
common, carrier, by motor vehicle, over
Irregular routes, transporting: Chemi-
cals. in bulk, In tank vehicles, fronapoints
In Robertson County. Tenn., to points in
that part of Michigan on and east of a
line beginning- at the MIchigan-Ohio,
State line extending along.US. Highway
23 to Mackinaw City, Mich., and points
in Pennsylvania and West Virginia The-
purpose of this filing is to eliminate the
gateway of Doe Run, Ky.

No. MC 112617 (Sb-No. E6}. filed
May 11, 1974. Applicant: LIQUID.
TRANSPORTERS, INC., P.O; Box 21395.
Louisvlle, K7. 40221- Applicant's repre-
sentative: Charles E. Dunford (same as
above). Authority sought to operate as a.
common. carrier, by motor vehicle, over
Irregular routes, transporting: Chemi-
cals.in bulk. in tank vehicles, from points
in Robertson County, Tenn., to points in
Oklahoma, Texas, Louisiana, Kansas,
Nebraska, Iowa, Minnesota, Wisconsin,
and points within the St. Louis, Mo.-East
St. Louis, nL, commercia zone. The pur-
pose of this filing- Is to eliminate the
gateway of Calvert City, Ky.

No. MC 112617 Sub-No6 E69), filed
May' 11. 1974- Applicat: LIQUID
TRANSPORTERS, INC., P.O. Box 21395,
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Louisville, Ky. 40221. Applicant's repre-
sentative: Charles E. Dunford (sCAme as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
Irregular -routes, transporting: Bitumi-
nous materials, used in the construction
and maintenance of highways, in bulk,
in tank vehicles, from points in Ken-
tucky to points in that part of Virginia
on and east of a line beginning at the
West Virginia-Virginia State line extend-
ing along U.S. Highway 33 to junction
U.S. Highway 15, thence along U.S.
Highway 15 to the North Carolina-Vir-
ginia State line. The purpose of this
filing is to eliminate the gateway of
refineries at or near Leach, Ky.

No. MC 112617 (Sub-No. E82), filed
May 11, 1974. Applicant: LIQUID
TRANSPORTERS, INC., P.O. Box 21395,
Louisville, Ky. 40221. Applicant's- repre-
sentative: Charles E. Dunford (same as-
above). Authority sought to operate as ar
common cdrrier, by motor vehicle, over
irregular routes, transporting: Chemi-
cals, as described in-AppendLx XV to the
report in Descriptions in Motor Carrier-
Certificates, 61 M.C.C. 209, in bulk, in
tank vehicles, from Seymour, Ind., and
Freeman Field (near Seymour), Ind., to
points in Nebraska, Kansas, Oklahoma,
and Texas. The purpose of this filing is
to eliminate the gateway of Doe Run, Ky.

No. MC 112617 (Sub-No. E84), filed
May 11, 1974. Applicant: LIQUID
TRANSPORTERS, INC., P.O. Box 21395,
Louisville, Ky. 40221. Applicant's repre-
sentative: Charles E. Dunford (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
Irregular routes, transporting: Petroleum
products, as described in Appendix XIII
to the report in Descriptions in Motor
Carrier Certificates, 61 M.C.C. 209 (ex-
cept petroleum products described in Ap-
pendices XIV and XV to the Descriptions
case, supra), in bulk, in tank vehicles,
from Seymour, Ind., and Freeman Field
(near Seymour), Ind., to points in Rhode
Island, Vermont, New Hampshire, Mas-
sachusetts, Connecti~ut; New Jersey,
Delaware, and the District of Columbia.
The purpose of this filing is to eliminate
the gateway of refineries at or near
Leach, Ky.

No. MC 112617 (Sub-No. E96), filed
May 11, 1974. Applicant: LIQUID
TRANSPORTERS, INC., P.O. Box 21395,
Louisville, Ky."40221. Applicant's repre-
sentative: Charles E. Dunford (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
Irregular routes, transporting: Liquefied
petroleum gases, in bulk, in tank vehicles,
from-points in Butler County, Ohio, to
points in Brooke, Hampshire, Hancock,
Kanawha, Marion, Marshall, Monon-
galia, Pleasants, and Wetzel Counties,
W. Va., and to points in that part of Vir-
ginia north and east of a line beginning
at the West Virginia-Virginia State line.
The purpose of this filing is to eliminate
the gateway of the plant site of the Co-
lumbia Hydrocarbon Corporation at or
near Siloam, Ky.

NOTICES

No. MC 112617 (Sub-No. E97), filed
May 11, 1974. Applicant: LIQUID
TRANSPORTERS, INC., P.O. Box 21395,
Louisville, Ky. 40221. Applicant's repre-
sentative: Charles E. Dunford (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transpoting: Petroleum
products, as described In Appendix
to the report 'in Descriptions in Motor
Carrier Certificates, 61 M.C.C. 209, in
bulk, in tank vehicles, from the pipeline
terminal site of the Texas Eastern Trans-
mission Corporation at or near Lebanon,
Warren County, Ohio, to points in Ala-
bama, Georgia, Mississippi, South Caro-
lina, and Tennessee. The purpose of this
filing is to eliminate the gateway of Doe
Run, Ky.

No. MC 112617 (Sub-No. E106), filed
May 11, 1974. Applicant: LIQUID
TRANSPORTERS, INC., P.O. Box 21395,
Louisville, Ky.-40221. Applicant's repre-
sentative: Charles E. Dunford (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: Liquid
chemicals, in bulk, in tank vehicles, from
West Henderson, Ky,, to points in Vir-
ginia. The purpose of this filing is to elim-
inate the gateway of Doe Run, Ky.

No. MC 112617 (Sub-No. E107), fied
May 11, 1974. Applicant: LIQUID
TRANSPORTERS, INC., P.O. Box 21395,
Louisville, Ky. 40221. Applicant's repre-
sentative: Charles.E. Dunford (same as
above). AuthoriW sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: Petro-
leum products, as described in Appendix

'XI to the report in Descriptions in
Motor Carrier Certificates, 61 M.C.C. 209
(except petroleum products described in
Appendices XIV and XV to the Descrip-
tions case, supra), in bulk, in tank ve-
hicles, from Louisville, Ky., to points in
New Hampshire, Rhode Island, and
points in those parts of Connecticut and
Massachusetts on and east of a line be-
ginning at New Haven, Conn., extending
along Interstate Highway 91 to the Mas-
sachusetts-Vermont State line. The pur-
pose of this filing is to eliminate the
gateways of Doe Run, Ky., Seymour, Ind.,
and refineries at or near Leach, Ky.

No. MC 112617 <Sub-No. E108), filed
May 11, 1974. Applicant: LIQUID
TRANSPORTERS, INC., P.O. Box 21395,
Louisville, Ky. 40221. Applicant's repre-
sentative: Charles" R. Dunford (same as
alove). Authority sought to operate as
a common carrier, by motor vehicle, over
Irregular routes, transporting: Chemi-
cals and petroleum products, in bulk, in
tank vehicles, from Louisville, Ky., to
points in that part of Michigan on and
north of a line beginning at Detroit,
Mich., extending along Interstate High-
way 96 to Muskegon, Mich., restricted
against any transportation to or from

,points in Indiana within the Louisville,
Ky., commercial zone. The purpose of
this filing is to eliminate the gateway of
Doe Run, Ky.

No. MC 112617 (Sub-No. E109), filed
May 11, 1974. Appjlcant: LIQUID

TRANSPORTERS, INC., P.O. Box 21395,
Louisville, Ky. 40221. Applicant's repre-
sentative: Charles R. Dunford (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
Irregular routes, transporting: Chemi-
cats and petroleum products, in bulk, In
tank vehicles, from Louisville, Ky., to
points in Perry, Spencer, and WarrIck
Counties, Ind., restricted against any
transportation to or from points in In-
diana within the LQUisvile, Ky,, com-
mercial zone. The purpose of this filing
is to eliminate the gateway of Doe Run,
Ky.

No. MC 112668 (Sub-No. E2) (Cor-
rection), ,filed May 16, 1974, published
in the FEDERAL REGISTER February 4,
1975., Applicant: HARVEY R, SHIPLEY
& SONS, INC., RFD, Finksburg, Md.
21048. Applicant's representative: Nor-
man E. Shipley (same as above). Author-
ity sought to operate as a common car-
rier, by motor vehicle, over Irregular
routes, transporting: Salt, in bulk, In
dump vehicles (except feed ingredlents,
rock salt and rock salt compounds in-
tended for use in the melting of Ice and
snow) from Retsof, N.Y., to points In
Kent and Sussex Counties, Del. The pur-
pose of this filing Is to eliminate tho
gateway of Glyndon, Md. The purposo
of this correction Is to extend the ter-
ritorial destination points.

No. MC 114019 (Sub-No. E348), (Cor-
rection), filed June 3, 1974, published In
the FEDERAL REGISTER March 0, 1975. Ap-
plicant: MIDWEST EMERY FREIGHT
SYSTEM, INC.. 7000 S. Pulaski Rd,,
Chi~ago, Ill. 6029. Applicant's repre-
sentative: Arthur J. Sibik (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: Fish and
seafoods, fresh or frozen, from points
in that part of Massachusetts on and
east of a line beginning at the Now
Hampshire-Massachusetts State line and
extending along Massachusetts High-
way 1A to junction Massachusetts High-
way 3, thence along Massachusetts High-
way 3 to junction with the Barnstable-
Plymouth County line, points in Barn-
stable County, and those on, east, or
south of U.S. Highway 6, points In that
part of Rhode Island on, east, or south
of U.S. Highway 1 to points In Minne-
sota. The purpose of this filing is to
eliminate the gateway of Cleveland,
Ohio. The purpose of this correction Is
to correct the destination point.

No. MC 114211 (Sula-No. E990), filed
July 3, 1974. Applicant: WARREN
TRANSPORT, INC., P.O. Box 420, Wa-
terloo, Iowa 50704. Applicant's repre-
sentative: Kenneth R. NelsOn (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
Irregular routes, transporting: Farm ma-
chinery and parts thereof (except com-
modities which because of size or weight
require the use of'special equipment and
except commodities described In Mcrcer
Extension--Oil Field Commodities, '4
M.C.C. 459), from Vinton, Iowa, to points
In that part of Arizona on and south
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of a line beginning at the New Mexico-
Arizona. State line, extending along US.
Highway 66- to junctiom Arizona-Cali-
fornia, Stateline; to points in- that part
of New UMexico on. and south of a line
beginning at the Texas-ilew- Mexico
State line extending alongUWS.. Highway
70- to. junction US. Highway 380- thence
along U.S, Highway 380. to junction. U.S.
Highway 85, thence. along US. Highway
85 to junction U.S. Highway 60, thence
along U.S. Highway 60- to junction New
Mexico Highway 36, thence along New
Mexico Highwary 36 to Junction New
Mexico Highway 32, thence along New
Mexico Highway 32 to junction Inter-
state Highway- 40; thence along Inte;-
state- Highway 4( to the Nem- Mexico-
Arizona State line, and to points Irt
that. part- of California on and south, of
a lihe -beginning at the. Arizona-CaIL-
fornia State line extending -along U.S.
Highway 66 to junctionr California High-
way 58, thence along California High-
way 58 to junction California. Highway
99, thence along: California. Highway- 99
to junction California Highway 140,
thence along California. Highway 140 to
junction Interstate Highway 5, thence
along: Interstate Highway-a to, jiunction
California Highway 152, thence along
Caliornia Highway 152 to junction: Cali-
folnia High-way 1, thence along Califor-
nia Highway- to Santa Cruz; Calif:, with-
no transportation for compensation onx
Sretiin except. as otherwise. authorized.
The puipose of this.filing is- t eliminate
the: gatatys o Nebraska City-and Bea-
trice,Nebr;, ancClalemore, Okla-

JN. MC 114211 (Suh-17o. E991), filed
July 3, 1974. Applicant: WARREN,
TRANSPORT, INC, P.O. Box 420,.
Waterloo,, Iowa 50704. Applicanta rep-
resentative: Kenneth R. Nelson (same
as above). Authority sought to operate
as a common carrier, by motor vehicle,
over ifegular-routes- transporting: Cast
iron pressre piPe andfittings and acces-
sories therefor when moving.with such.
pipe, fmomBridgeton, N.J., andMacungie,
Pa., to points in thatpart ot Minnesota
on and west -of. a line, beginning at the
Iowa-Minnesota State line extending
along U.S. Highway 7l: to junction. US.
-Highway 10, thence along U.S. Highway
10 to junction: U.S. Highway 59; thence
along, US.- Highway 59- to the United
States-Canada International Boundary
line, with, no, transportation for compen,-
sation on return- except- as otherwise an-
thorized, The, puipose- of this filing is to
eliminate-the, gateway of the plant site
of Griffin Pipe Company located at or
near Council BiuffsIowa.

- No. MC 114211 (Sub-No. E992), file l
July 3, 1974. Applicant:. WARREW
TRANSPORT, INC. P.O. Box 420,
Waterloo, Iowa 50704. Applicant's rep-
resentative: Xenneth It. Nelson (same
as above). Authority sought to operate
as a common' carrier,, by motor vehicle,
over irregular routes, transporting: , -
propeled , farm machinery and part
thereof, from. Walford, Iowa, to point
in that part of .Wyomlng on and west"
of a line-beginning at the South Dakota-

Wyoming State line extending, along U.S.
Highway 14 to Junction Interstate High-
way 90. thence along Interstate High-
way 90 to, Junction: U.S. Highway 16,
thence along U.S. Highway 16 to-junc-
tion U.S- Highway 20. thbnce alonZ U.S.
Highway, 20 to- junction U.S. Highway
26,. thence along U.S. Highway 26 to
junction Wyoming Highway 789. thence
along: Wyoming Highway 789 to June-
tion Wyoming Highway 28; thence along
Wyoming Highway 28 to- Junction U.S.
Highway, 187, thence along U.S. High-
way 187 to, Junction Wyoming High-
way 351 thence along Wyoming High-
way '351 to. Junction U.S. Highway
189, thence along U.S. Highway 189
to. the° Utah-Wyoming State line; to.
points, in that part of Utah on and west
of a line beginning at. the- Utah-Wyo-
Ming State line extending along U.S.
Highway- 189 to junctionInterstate High-
way 15, thence along Interstate Highway
15 to junction Utah Highway 28. thence,
along Utah Highway 28 to Junction US.
Highway 89, thence along U.S. Highway
89 to the Arizona-Utah State line. to
points in that part of Arizona on and
west of a line beginning at the Utah-
Arizona State line extending along U.S.
Highway 89 to Junction Interstate High-
way 17, thence along Interstate Highway
IT to. junction U.S. Highway 80, thence
along U.S. Highway 80 to Junction Ari-
zona Highway 881, thence along Arizona
Highway 88 to Junction U. Highway
60, thence along U.S Highway 60 to
junction Arizona Highway 77, thence
Arizona Highway 77- to Junction U.S.
Highway 89, thence along U.S. Highway
89 to the United States-Mexico interim-
tional. Boundary line; and to points In
Montana, Washington. Oregon, Call-
fornla, Idaho, and Nevada, with no
transportation for compensation on re-
turn except as otherwise authorized. The,
purpose of th filing Is to eliminate the
gateway of Minneapolis, Minn

No. MC 114211 (Sub-No. E993), filed
July 3, 1974 Applicant: WARREPN
TRANSPORT, INC, P.O. Box -420,
Waterloo, Iowa 50704. Applicant's repre-
sentative: Kenneth R. Nelson (same as
above). Authority sought to operate as a

'common carrier, by motor vehicle, over
irregular routes, transporting: Farm.ma-
chinery and Parts thereof (except t.om-
modities the transportation of which be-
cause of size or weight, requires special
equipment), froin Manchester, Iowa, to
points in New Mexico (except Las Cruces,
Deamming, and Lordsburg), and to points
in Texas (except Dallas. Ft Worth,
Houston, Galveston, Abilene, Sweet-
water, Big Springs, Midland, Odessa, and
ELPaso), and to. points in Lowisiann and
to points in that parit of Arkansas on
and south of a line begrling at the
Oklahoma-Arkansas State line extend-
ing along Interstate Highway 40 to junc-
tion U.S. Highway 71, thence along U.S.
Highway 71 to Junction Arkansas High-
way 10, thence along Arkansas Highway
10 to junction U.S. Highway 65, thence
along U.S. Highway 65 to Junction U.S.
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HIghway 82, thence along lS..ZHghway
82 to the -rkas-Mississippi State
line; to-points in that part of ississippL
on. south, and. west of a, line beginning
at Clrksdale, Miss. extending along
US. Highway 49B1 to junction Mississippi
Highway 12, thence alon-: Mississippi
Highway 12 to junction. Mississippi
Highway 35. thence along Mssissippi
Highway 35 to junction. Mississippi
Highway- 19, thence along Mississippi.
Higehvw 19 to- the M~ississ-ippi-Alabamay
State line; to pointsA n,thatpart of Ala-'
bama on, south, and west of a- line be-
ginning at the Mississippi-Alabama
State line extending along Alabama.
Highway 10 to: Junction US. Highway
43, thence alon U.S. Highway 43 to,
junction U.S. Highway 84, thence along
US. Highway 84 to junction Alabama
Highway 55, thence along Alabama.
Highway 55 to Junction US. Highway
331, thence along U.S. Highway 331. to,
the Alabama-Florida State line; and to,
points in that part of Florida on and:
west of a ine begining at the Alabama-
Florida State line extending along U.
Highway 331 to junction U.S. Highway
98. thence along U.S- Highway 98 to-
Panama, City-, Fla- with no trinsporta-
tion for compensation on return_ except
as otherwise authorized. The purpose of
this filing is to eliminate the gateway&,
of Des Moines, Iowa, Tulsa, Okla. war-
tin. City, Mo. and points inXansas with-
in 15 miles of Martin City, Mo.

ITo. MC 114211 (Sub-No. E994}, fired
July 3, 1974. Applicantr WARREY
TRANSPORTI INC., P.O. Box 420,.
Waterloo, Iowa 50704. Applicant's rep-
resentative: Kenneth R. Nelson (sameas
above). Authority sought to operat as
a commo= carrfer by motor vehicle over-
Irregular routes, transporting: Farm
machinerv (except commodities which.
becau of size or weight, requires special
equipment, and except comniodities de-
scribed in fercer Extension-Oil Ffel.
Commodities; 71 41C.C. 459), from Grin-
nell, Iowa., to points in that part of Cali-
fornia on and sguth of a line beginning-
at the Cafornia-Arizona State line ex-
tending along US. Highway 6a to junc-
tion California, Highway 58, thence
along California Highway 58 to Junction
California Highway 99. thence along
California Highway 99 to Junction Cali-
fornia Highway 59, thence along, Cali-
fornia Highway 59 to junction California
Highway 152, thence along California
Highway 152 to Junction California
Highway- 1, thence along California
Highway 1 to Santa Cruz Calif. and
points In that part of Arizona on and
south of a line beginning- at thL..Tew-
Mexico-Arizona State line extending
along U.S. Highway- 6s to the Arizona-
California State line, with no trans
portation for compensation on return
except as otherwise authorized. The pur-
Pose of this filing is to eliminate the
gateways of Nebraska City, and Beatrice,
Nebr, and Claremore, Okla.

No. MC 114211 (Sub-No. E995). filed
July' 3, 1974. Applicant: wA2R2i
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TRANSPORT, INC., P.O. Box 420, Water-
loo, Iowa 50704. Applicant's representa-
tive: Kenneth R. Nelson (same as above).
Authority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Farm machinery
(except, in each Instance, commodities
which because of size or weight, require
the use of special equipment, and except
commodities described in Mercer Exten-
sion-Oil Field Commodities, 74 M.C.C.
459), from Manchester, Iowa, to points in
Arizona, New Mexico, and to points in
that part of Louisiana on and west of
a line beginning at the Arkansas-
Louisiana State line extending along
Louisiana Highway 551 to junction
Louisiana Highway 143, thence along
Louisiana Highway 143 to junction U.S.
Highway 165, thence along U.S. Highway
165 to junction Louisiana Highway 1,
thence along Louisiana Highway 1 to
junction Louisiana Highway 20, thence
along Louisiana Highway 20 to junction
Louisiana Highway 24, thence along
Louisiana Highway 24 to Houma, La.; to
points in that part of Arkansas on and
west of a line beginning at the Okla-
homa-Arkansas State line extending
.along Arkansas Highway 16 to junction
Arkansas Highway 23, thence along
Arkansas Highway 23 to junction Arkan-
sas Highway 10, thence along Arkansas
Highway 10 to junction Arkansas High-
way 7, thence along Arkansas Highway 7
to junction U.S. Highway 82, thence along
U.S. Highway 82 to junction Arkansas
Highway 275, thence along Arkansas
Highway 275 to the Arkansas-Louisiana
State line; to points in that part of Cali-
fornia on and south of a line beginning
at the Nevada-California State line ex-
tending along California Highway 3 to
junction, California Highway 168, thence
along California Highway 168 to junction
U.S. Highway 395, thence along U.S.
Highway 395 to junction California
Highway 120, thence along California
Highway 120 to -junction California
Highway 49, thence along California
Highway 49 to junction California High-
way 12, thence along California Highway
12 to junction California Highway 1,
thence along California Highway 1 to
Salmon, Calif.; and to points in that part
of Nevada on and south of a line. begin-
ning at the Arizona-Nevada State line ex-
tending along Interstate Highway 15 to
junction U.S. Highway 95, thence along
U.S. Highway 95 to -junction Nevada
Highway 3, thence along Nevada High-
way 3 to the Nevada-California State
line, with no transportation for com-
pensation on return except as btherwise
authorized. The purpose of this filing is
to eliminate the gateways of Des Moines,
Iowa, Claremore, Okla., Martin City, Mo.,
and points in Kansas within 15 miles of
Martin City, Mo. -

No. MC 114211 (Sub-No. E1147), filed
July 3, 1974. Applicant: WARREN
TRANSPORT, INC., P.O. Box 420, Water-
loo, Iowa, 50704. Applicant's representa-
tive: Kenneth R. Nelson (same as above).
Authority sought to operate as a common
carrier, by motor vehicle, over irregular
routes, transporting: Farm machinery

and parts thereof (except commodities
the transportation of which, because of
size or weight, require the use of special
equipment, from McHenry County, Ill.,
to. points In that part of Texas on and
west of a line beginning at the Arkan-
sas-Texas State line extending along
Texas Highway 8 to junction Texas
Highway 98, thence along Texas High-
way 98 to junction U.S., Highway 67,
thence along U.S. Highway 67 to junc-
tion U.S. Highway 259, thence along U.S.
Highway-259 to junction Texas Highway
149, thence along Texas Highway 149 to
junction U.S. Highway 96, thence along
U.S, Highway 96 to Fort Arthur, Tex,
(except Dallas, Fort Worth, Abilene,
Houston, G a 1 v e s t o n, Midland, Big
Springs, Sweetwater, Odessa, and El
Paso). The purpose of this fling is to
eliminate the gateways of Des Moines,
Iowa, Tulsa, Okla., Martin City, Mo., and
points in Kansas within 15 miles of
Martin City, Mo.
- No. MC 114211 (Sub-No. E1148), filed

July 3, 1974. Applicant: WARREN
TRANSPORT, INC., P.O. Box 420, Wa-
terloo,-Iowa 50704. Applicant's represent-
ative: Kenneth R. Nelson (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Farm
machinery and parts thereof (except
commodities the transportation of which
because of size or weight, require the use
of special equipment), from McHenry
County, Ill., to points in that part of
Texas on and west of a line beginning at
the Arkansas-Texas State line extending
along Texas Highway 8 to junction U.S.
Highway 59, thence along U.S. Highway
59 to junction U.S. Highway 96, thence
along U.S. Highway 96 to junction U.S.
Highway 69, thence along U.S. Highway
69 to Port Arthur, Tex. (except Dallas,
Fort Worth, Houston, Galveston, Mid-
land, Big Springs, Sweetwater, Odessa,
and El Paso). The purpose of this filing
is -to eliminate the gateways of Des
Moines, Iowa, Tulsa, Okla., Martin City,
Mo., and points in Kansas within 15
miles of Martin City, Mo.

No. MC 114211 (Sub-No. El151), filed
July 3, 1974. Applicant: WARREN
TRANSPORT, INC., P.O. Box 420, Wa-
terloo, Iowa 50704. Applicant's represent-
ative.- Kenneth R. Nelson (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Farm
machinery and parts thereof (except
commodities which because of size or
weight, require the use of special equip-
ment), from McHenry County, Ill., to
points in'that part of California on, west,
and south of a line beginning at the
Nevada-California State line extending
along U.S. Highway 6 to junction Cali-
fornia Highway 120, thence along Cali-
fornia Highway 120 to junction Califor-
nia Highway 49, thence along California
Highway 49 to junction California High-
way- 16, thence along California Highway
16 to Junction Interstate Highway 80,
thence along Interstate Highway 80 to
junction Interstate Highway 5, thence
along Interstate Highway 5 to the Call-

fornia-Oregon State line; and to points
in that part of Nevada on and west of a
line beginning at the California-Nevada
State line extending along U.S. Highway
6'to junction U.S. Highway 95, thence
along U.S. Highway 95 to Junction U.S.
Highway 93, thence along U.S. Highway
93 to the Nevada-Arizona State line; to
points in that part of Arizona on and
south of a line beginning at the Nevada-
Arizona State line extending along U.S.
Highway 93 to junction U.S. Highway 60,
thence along U.S. Highway 66 to the
Arizona-New Mexico State line; to points
in that part of New Mexico on and south
of a line beginning at the Arizona-NoW
Mexico-State line extending along Inter-
state Highway 40 to junction U.S. High-
way 666, thence along U.S. Highway 660
to junction U.S. Highway 550, thence
along U.S. Highway 550 to junctlon U.S.
Highway 64) thence along U.S. Highway
64 to junction U.S. Highway 85, thenco
along U.S. Highway 85 to the New Mex-
ico-Colorado State line; and to points in
that part of Oklahoma on and west of a
line beginning at the Arkansas-Okla-
homa State line, extending along U.S.
Highway 70 to junction Oklahoma High-
way 3, thence along Oklahoma Highway
3 to junction Indian Nation Tollway,
thence along Indian Nation Tollway to
junction U.S. Highway 75, thence along
U.S. Highway 75 to junction U.S. High-
way 64, thence along U.S. Highway 64 to
junction U.S. Highway 177, thence along
U.S. Highway 177 to the Oklahoma-
Kansas State line, thence along the Okla-
homa-Kansas State line to Junction U.S.
Highway 64, thence along U.S. Highway
64 to junction U.S. Highway 54, thence
along U.S. Highway 54 to the Oklahoma-
New Mexico State line. The purpose of
this filing is to eliminate the gateways of
Des Moines, Iowa, Martin City, Mo,,
Claremore, Okla., and points in Kansas
within 15 miles of Martin City, Mo.

No. MC 114211 (Sub-No. E1153), filed
July 3, 1974. Applicant: WARREN
TRANSPORT, INC., P.O. Box 420,
Waterloo, Iowa 50704. Applicant's repre-
sentative: Kenneth R. Nelson (same as
above). Authority sought to operate as It
common carrier, by motor vehicle, over
Sirregular routes, transporting: Grading,
paving, and finishing machinery, equip-
ment, parts, accesvories, and attach-
ments, between Oregon, Ill., on the one
hand, and, on the other, points In Wash-
ington, Oregon, California, Idaho, Mon-
tana, Wyoming, Nevada, Utah, Arizona,
New Mexico, North Dakota, South Da-
kota; and to points in that part of Texas
on and west of a line beginning at the
Texas-Oklahoma State line extending
along U.S. Highway 385 to Junction U.S.
Highway 290, thence along U.S, Highway
290 to junction Texas Highway 349,
thence along Texas Highway 349 to Juno-
tionU.S. Highway 90, thence along U.S,
Highway 90 to Del Rio, Tex. The purpose
of this filing is to eliminate the gateways
of Canton, S. Dak., and points In Iowa,

No. MC 115826 (Sub-No. E23), filed
June 4, 1974. Applicant: W. J. DIGBY,
INC., P.O. Box 5088, Denver, Colo, 80217,
Applicant's representative: Charles J.
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K mball, 2310 Colorado State Bank Bldg.,
Den*er, Colo. 80202. Authority sought to
operate as a common carrier, by motor
vehicle, over Irregular routes, transport-
Ing: Fresh lamb carcasses, suslended
or in racks, in vehicles equipped with me-
chanical refrigeration, from those points
in California on, west, and north of a
line beginning at the Pacific Ocean and
extending along California Highway 55
to junction California Highway 91,
thence along California Highway 91 to
junction U.S. Highway 395, thence along
U.S. Highway 395 to junctionU.S. High-
way 6, thence along U.S. Highway 6 to
the California-Nevada State line, to the
District of Columbia, Philadelphia, Pa.,
Albany' and New York, N.Y., Boston,
Mass., Waterbury, Conn., and Provi-
dence, R.I. The purpose of this filing is to
eliminate the gateway of Nampa, Idaho.

No. MC 115826 (Sub-No. E41), filed
June 4, 1974. Applicant: W. J. DIGBY,
INC., P.O. Box 5088, Denver, Colo. 80202.
Applicant's representative: Charles J.
Kimball, 2310 Colorado State-Bank Bldg.,
Denver, Colo. 80202. Authority sought to
operate as a common carrier, by motor

-vehicle, over irregular routes, transport-
ing: Frozen foods, frozen juice, and
frozen juice dioncentrate, in vehicles
equipped with mechanical rdfrigeration,
(1) from those points In California on,
west, and north of a line beginning at the
Pacific Ocean and extending along Cali-
fornia Highway 55 to junction California
Highway 91, thence along California
Highway 91 to junction U.S. Highway
395, thence along U.S. Highway 395 to
junction Interstate HighWay 15, thence
along Interstate Highway 15 to Barstow,
Calif., thence along California Highway
58 to junction U.S. Highway 395, thence
along U.S. Highway 395 to junction U.S.
Highway 6, thence along U.S. Highway
6 to the California-Nevada State line,
to those points in Kansas on, east, and
north of a line beginning'at the Kansas-
Nebraska State line and extending along
U.S.. Highway 81 to junction U.S. High-
way 40, thence along U.S. ighwakr 40 to
Lawrence, Kans., thence along Kansas
Highway 10 to junction Interstate High-
way 35, thence along Interstate Highway
35 to the Kansas-Missouri State line, and
those points in Missourion, north, and
east of a line beginning at the Kansas-
Missouri State line and extending east
along U.S. Highway 50 to junction U.S.
Highway 63, thence along U.S. Highway
63 to Rolla, Mo., thence along U.S. High-
way 66 to junction Missouri Highway 8,

-- !thence along Missouri Highway- 8 to
junction U.S. Highway 67, thence along
U.S. Highway 67 to junction Missouri
Highway 72, thence along Missouri
Highway 72 to junction U.S. Highway 61,
thence along U.S. Highway 61 to Sikes-
ton, Mo., thence along U.S. Highway 62
to the Missouri-Illinois State line
(Franklin, Idaho) *; and (2) fro& those
points in California on and north of a
line beginning at the Pacific Ocean and
extending along California Highway 68
to junction California Highway 101,
thence along California Highway 101 to
junction California Highway 152, thence
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along California Highway 152 to junction
Interstate Highway 5, thence along In-
terstate Highway 5 to Junction Call-
fornia Highway 140, thence along. Call-
fornia, Highway 140' to Junction
California Highway 49, thence along
California Highway 49 to Junction Cali-
fornia Highway 4, thence along
California Highway 4 to the California-
Nevada State line, to points In Missouri,.
Mississippi, and Kansas (except those in
Morton. Stevens, Stanton, and Grant
Counties, Kans.), and Memphis, Tenn.
(Strevell, Idaho) *. 'The purpose of this
filing is to eliminate the gateways. Indi-
cated by asterisks above.

No. MOC 117344 (Sub-No. E2), filed
May 17, 1974. Applicant: THE MAX-
WELL CO., 10380 Evendale Drive, Cin-
cinnati, Ohio 45215. Applicant's repre-
sentative: Thomas L. Maxwell (same as
above). Authority sought to operate as a
common carrier, by motor vehicle, over
irregular routes, transporting: Petroleum.
products (except liquid hydrogen), in'
bulk, in tank vehicles, from Cincinnati,
Ohio, to points in Illinois. Restriction:
The servicer authorized herein is re-
stricted against the transportation of
Petro-chemicals, dry, to points in St.
Louis, Mo.-East St. Louis, Ill., Commer-
cial Zone as defined by the CommlIon.
The purpose of this filing is to eliminate
the gateway of Jackson County, Ind.

No. MOC 117344 (Sub-No. 10), filed
May 17, 1974. Applicant: THE MAX-
WELL CO., 10380 Evendale Drive, Cin-
cinnati, Ohio 45215. Applicant's repre-
sentative: Thomas Is. Maxwell (same as
above). Authority sought to operate as
a common carrier, by motor vehicle, over
irregular routes, transporting: Sulphuric
Acid, in bulk, in tank vehicles, from
Columbia Park (Hamilton County),
Ohio, to points in Illinois (except points
in the St. Louis, Alo.-East St. Louis, 3IL,
Comnercial Zone as defined by the Com-
mission), the Upper Peninsula of Michl-
gan, those In the Lower Peninsula ol
Michigan, on and west of aline beginning
at the Michigan-Indiana boundary and
extending north along U.S. Route 131 to

'Its junction with U.S. Route 31, thence
north along U.S. Route 31 to Mackinaw
City (except Grand Rapids, Michigan,
and points in its Commercial Zone as
defined by the Commission), and points
in, Wisconsin. The purpose of this filing
is to eliminate the gateway of Jackson
County, Ind.

No. MC 117344 (Sub-No. E64), filed
May 21, 1974. Applicant: THE AX-
WELL COMPANY, 10380 Evendale Drive,
Cincinnati, Ohio 45215. Applicant's rep-
resentative: Thomas L. Maxwell (same
as above). Authority sought to operate
as a common carrier, by motor vehicle,
over irregular routes, transporting:
Petroleum products, in bulk, in tank ve-
hicles, from Dearborn County, Md.,
Boone County, Ky., and points in Ken-
tucky on and east of U.S. Highway 25
within 100 miles of Cincinnati, Ohio to
points in Wisconsin. The purpose of this
filing is to eliminate the gateways of Cin-
cinnati, Ohio and Jackson County, Ind.
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No. MC 117344 (Sub-No. ES), filed
June 2, 1974. Applicant: THE MAX-
WELL CO. 10380 Evendale Drive,
Cincinnati, Ohio 45215. Applicant's rep-
resentative: Thomas I. Maxwell (same
as above). Authority sought to operate
as a commoi carrier, by motor vehicle,
over Irregular routes, transporting:
Vegetable oils, in bulk, in tank vehicles

* (1) from points in Indiana (except In-
dianapolis) on, south and west of a line
beginning at the Indiana-Ohio State line
and extending along U.S. Highway 224
to Huntington, thence along US. High-
way 24 to Logansport, thence along UZ.
Highway 35 to Junction U.S. Highway 30,
thence along U.S. Highway 30 to Junction
Interstate Highway 65, thence along
Interstate Highway 65 to Gary, to points
in Massachusetts, and (2) from. points in
Indiana north and east of the above-
described line and on, south and west of
a line beginning at the Indiana-Ohio
State line and extending along U.5.
Highway 30 to junction U.S. Highway
35, thence along US. Highway 35 to Lake
Michigan to points in Massachusetts on
and east of Interstate Highway 91. The
purpose of this filing is to eliminate the
gateways of Cincinnati and Columbus,
Ohio.

No. MC 117344 (Sub-No. E85), filed
May 22, 1974. Applicant: THE AX-
WEL CO., 10380 Evendale Drive,
Cincinnati, Ohio 45215. Applicant's rep-
resentative: Stiverson & Alden, P.O. Box
5241, Columbus, Ohio 43212. Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Lacquers, paints, resins,
stains, varnishes and- plastics, in bulk, in
tank vehicles, from Dayton, Ohio, to
points In Missouri on and south of a line
beginning at the Missouri-fllinoLs State
line and extending along Missouri High-
way 51 to junction Missouri Highway 34,
thence along Missouri Highway 34 to
Junction U.S. Highway 60, thence along
U.S. Highway 60 to Springfield, thence
along Missouri Highway 13 to Clinton,
thence along Missouri Highway 7 to its
Junction with Interstate Highway 71,
thence along Interstate Highway 71 to
Kansas City, Mo. The purpose of this fil-
ing Is to eliminate the gateway of the
facilities of the Polymers & Chemical Di-
vision of W. R. Grace & Co., at Owqns-
boro, Ky.

No. MC 121060 (Sub-No. E24), filed
March 3, 1975. Applicant: ARROW
TRUCK LINES, INC, P.O. Box 1416,
Birmingham, Ala. 35207. Applicant's rep-
resentative: William P. Jackson, Jr., 919
Eighteenth St. NW., Washington, D.C.
20006. Authority sought to operate as a
common carrier, by motor vehicli, over
irregular routes, transporting: Rooftng
and rooling materials,- gypsum, and
gypsum products, composition boards, in-
fulation materials, and urethane and
urethane products (except in bulk and
intended for use in construction), (1)
from the facilities of the Celotex Cor-
poration at Memphis, Tenn., to points in
the District of Columbia, New Jersey,
Delaware, and points in Maryland.on and
east of U.S. Highway 15, and (2) from
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the facilities of the Celotex Corporation
at points in Henry County, Tenn., to the
District of Columbia, Delaware, points in
Maryland on and east of a line beginning
at the Virginia-Maryland State line west
of Washington, D.C., thence along Inter-
state Highway 495 to its jAmction with
U.S. Highway 29, thence along U.S. High-
way 29 to Its junction 'with Interstate
Highway 7ON, thence along Interstate.
Highway 7ON to its junction with Inter-.
state Highway 695, thence along Inter-
state Highway 695 west of Baltimore to
its junction with Interstate Highway 83,
thence along Interstate Highway 83 to
the Maryland-Pennsylvania State line,
and points in New Jersey, on and east
of a line beginning at the New Jersey-
Pennsylvania State line, thence extend-
Ing along U.S. Highway 202 to junction
with New Jersey Highway 53, thence
along New Jersey Highway 53 to its junc-
tion with Interstate Highway 80, thence
along Interstate Highway 80 to its junc-
tion .with New Jersey Highway 513,
thence along New Jersey Highway 513 to
its junction with New Jersey Highway
511, thence along New Jersey Highway
511 to the New Jersey-New York State
line. The purpose of this filing is to elimi-
nate the gateway of Wayne County, N.C.

No. MC 123685 (Sub-No. E23), filed
My 15, 1974. Applicant: PEOPLES
CARTAGE, INC., 8045 Navarre Road
SW, Massillon, Ohio 44646, Applicant's
representative: James W. Muldoon (same

- as above). Authority sought to operate as
a common carrier, by motor vehicle,
over irregular routes, transporting: Fer-
tilizer, fertilizer ingredients, and pesti-
cides, in bulk, in dump vehicles, between
those points in Ohio on and east and
south of a line beginning at the Ohio-
Pennsylvania State line and extending
along Ohio Highway 82 to junction Ohio
Highway 5, thence along Ohio Highway 5
to Junction Interstate Highway 76,
thence along Interstate Highway 76 to
junction Ohio Highway 3, thence along
Ohio Highway 3 to junction U.S. High-
way 250, thence along U.S. Highway 250
to the Ohio-West Virginia State line,
and on and east and north of a line
beginning at Lake Erie and extending
along Ohio Highway 76 to junction U.S.
Highway 250, thence along U.S. High-
way 250 to the Ohio-West Virginia State
line, on the one hand, and, on the other,
points in Michigan, Illinois, and Indiana.
The purpose of this filing is to eliminate
the gateway of Orrville, Ohio.

No. MC 136166 (Sub-No. El), filed
May 10, 1974. Applicant: CF TANK
LIDS, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Liquid chemicals, in bulk,
In tank vehicles, from points in Califor-
nia (except Lassen, Modoc, and San
Bernardino (east of Barstow) Counties.
The purpose of. this filing is to eliminate
the gateways of Santa Clara and Long
Beach, Calif.

No. MC 136166 (Sub-No. E2), filed
May 10, 1974. Applicant: CF TANK

LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Liquid chemicals, in bulk,
in tank vehicles, from Chicago,. Ill., to
points in California. The purpose of this
filing is to eliminatq the gateway of Salt
Lake City, Utah.

No. MC 136166 (Sub-No. E3), filed
May 10, 1974. Applicant: CF TANK
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Liquid chemicals, in bulk,
in tank vehicles, from Louisville, KY., to
points in California. The purpose of this
fling is to eliminate the gateway of the
site of the Thiokol Chemical Corporation
plant near.Corrine, Utah.

No. MC 136166 (Sub-No. E4), filed
May 10, '1974. Applicant: CF TANKE
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Liquid latex, in bulk, in
tank vehicles, from points in California
(except Alpine, Butte, Del Norte, Glenn,
Lake, Lassen, Modoc, Mono, Nevada,
Placer, Plumas, Riverside, San Bernar-
dino, Shasta, Sierra, Sisklyou, and Te-
hama Counties to points in Wisconsin.
The purpose of this fling is to eliminate
the gateway of Torrance, Calif.

No. MC 136166 (Sub-No. E5), filed
May 10, 1974. Applicant: CEF TANK
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Liquid weed killing chemi-
cals, in bulk in tank vehicles, from pointo
in that part of California located in and
north in Inyo, Kern, and Santa Barbara
Counties to Tampa, Fla. The purpose of
this filing is to eliminate the gateway of
Richmond, Calif.

No. MC 136166 (Sub-No. E6), filed
May 10.- 1974. Applicant: CF TANK
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Phenol, in bulk, In tank
vehicles, from Riverview, Ohio, to points
in Nevada (except Elko, Eureka, Lander,
and White Pine Counties). The purpose
of this filing is to eliminate the gateways
of points in California.

No. MC 136166 (Sub-No. E8), .filed
May 10, 1974. Applicant: CF TANK
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Liquid chemicals, in bulk,
in tank vehicles, from Atlas Point, Del.,
to points in Nevada (except Elko and

Lander Countle). The purpose of this
filing is to eliminate the gateway of
points in California,

No. MC 136166 (Sub-No. ED), filed
May 10, 1974. Applicant: CF' TAN.
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Liquid latex, in bulk, In
tank vehicles, from points in California
(except Alpine, Del Norte, Imperial, Inyo,
Lassen, Modoc, Mono, Nevada, Placer,
Plumas, Sierra, Slsklyou, and San Ber-
nardino (east of Barstow) Counties) to
points in Missouri. The purpose of this
filing is to eliminate the gateway of Tor-
rance, Calif.

No. MC 136166 (Sub-No. ElQ), filed
May 10, 1974. Applicant: CF TANK
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208, Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate vrs a common carrier,
by motor vehicle, over Irregular routes,
transporting: Materials used in the man-
ufacture of plastics, in bulk, in tank ve-
hicles, from Longview, Wash., and points
within five miles thereQf to. points In
California. The purpose of this filing is
to eliminate the gateway of Progreso,
Oreg.

No. MC 136166 (Sub-No, Eli), filed
May 10, 1974. Applicant: C- TANX
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Liquid petroleum prod-
ucts, in bulk, in tank vehicles, from
points in that part of Washington west
of the Cascade Mountains to points in
Ada, Canyon, Gem, Payett, and Wash-
ington Counties, Idaho. The purpose of
this filing Is to eliminate the gateway of
Portland, Oreg.

No. MC 136166 (Sub-No. E12), filed
May 10, 1974. Applicant: CF TANK
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
R. V. Taylor (same as above). Authorit,
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Weed killing compounds,
agricultural insecticides, and blchromutc
of soda, in bulk, in tank vehicles, from
Des Moines, Iowa, to points in Nevada,
(except Elko, Eureka, Humboldt, Lan-
der, Lincoln, and White Pine Countles).
The purpose of this filing is to eliminate
the gateways of points in California.

No. MC 136166 (Sub-No. El3), filed
May 10, 1974. Applicant: CV TANX
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as Above). AuthorItY
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Weed dling compounds,
agricultural insecticides, and blehromatc
of soda, in bulk, in tank vehicles, from
Painesville, Ohio, t" pointa in Nevada
(except Elko, Eureka, Lander, Lincoln,
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and White Pine Counties). The purpose
of this filing is to eliminate the gateways
of points in California.

No. MC 136166 (Sub-No. E14), filed
May 10, 1974. Applicant: CF TANK
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes,
transporting: Weed killing chtemicals,
liquid, in bulk, in tank vehicles, from the
plant sites of storage facilities of Stauf-

fer Chemical Company at Le Mloyne, Ala.,

to points in California [except San
Bernardino (east of Barstow) County].
The purpose of this filing is to eliminate
the gateway of Los Angeles, Calif.

No. MC 136166 (Sub-No. E15), filed
May 10, 1974. Applicant: CF TANK,
LINES, INC., P.O. Box- 3062, Portland,

Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregtUlar routes,
transporting: Petroleum products, In
bulk, in tank vehicles, from Laurel.
Mopt., to points in Del Norte, Humboldt,
and Mendocino Counties, Calif. The pur-
pose of this filing Is to eliminate the gate-
ways of Boise, Idaho, Pasco, Wash., and
points in that part of Oregon east of
the Cascade Mountains.

No. MC 136166 (Sub-No. E16), fIled
May 10, 1974. Applicant: CP TANK
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over irregular routes.
transporting: Petroleum products, in
bulk, in tank vehicles, from Lovell,
Casper, and Zube, Wyo., to points in
Skamania, Yakima, Kittitas, Chelan, and

Otanogan Counties, Wash. The pur-
pose of this filing Is to eliminate the
gateway of Boise, Idaho.

No. MC 136166 (Sub-No. E17), fled
May 10, 1974. Applicant: CF TANK
LINES, INC., P.O. Box 3062, Portland,
Oreg. 97208. Applicant's representative:
E. V. Taylor (same as above). Authority
sought to operate as a common carrier,
by motor vehicle, over Irregular routes,
transporting: Petroleum products, in
bulk, in tank vehicles, from Lovell,
Casper, and Zube, Wyo., to points in
Jefferson, Deschutes, Klamath, and Lake
Counties, Oreg. The purpose of this fl-
ing is to eliminate the gateways of Boise,
Idaho, and Pasco, Wash.

By the Commission.

[SEAL] ROBEnT L. OswALD,
Secretary.

[FR Doc.'Z5-8026 Filed 3-26-75;8:45 am]
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about U.S. Government agencies, including:

9 Major programs and functionsinvM luable Listings of key officials
feF'e fe 0 Organization charts for many agencies

Most agency descriptions include a "Sources ofr~nowInformation" section that gives addresse and
too telephone numbers for obtaining specifics ontemployment, government contracts, environmental

programs, small business opportunities, publications,-speakers and films available to civic and educationalgroups, and other topics of public interest.

This handbook it a "must" for teachers, students,
librarians, researchers, businessmen, and lawyers
who need current official information about the
U.S. Government.$575 IS0,
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RULES AND REGULATIONS

rittM21-Food and Drugs
CHAPTER I-FOOD AND DRUG ADMIN-

ISTRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

[Recodlfication Pocket No. 81

SUBCHAPTER E-ANIMAL DRUGS, FEEDS, AND
RELATED PRODUCTS

ANIMAL DRUG PROCEDURE
Reorganization and Republication

The Commissioner of Food and Drugs,
for the purposes of establishing an or-
derly development of informative regu-
lations for the Food and Drug Adnin-
istration, furnishing ample room for
expansion of such regulations in years
ahead, and providing the public and af-
fected industries with regulations that
are easy to find, read, and understand,
has Initiated a recodification program
for Chapter I of Title 21 of the Code of
Federal Regulations.

This is the eighth document in a series
of recodcification documents that will
eventually Include all regulations ad-
ministered by the Food and Drug
Administration.

This body of regulations includes the
animal drug procedural regulations for-
merly under Parts 3, 130, 131, 135, 144,
146, and 148, reorganized under five sep-
arate parts: 500, 505, 510, 511, and 514,
which are divided into Subparts. The
regulations consisting of new animal
drug application approvals of drugs, not
subject to certification, administered
under various dosage forms under Parts
135a, 135b, 135c, 135d, and 135f have
been reorganized and placed in Parts 520
through 529 and assigned. numbers a6-
cording to the basic drug. The drugs are
arranged using a master numbering sys-
tem that gives each drug the same num-
ber to the right of the decimal point in

,all parts. The certificable animal drugs
have been incorporated Into their par-'
ticular categories according to their re-
quirements for certification, tests and
methods of assay and their conditions
of marketing. Each drug is keyed to the
bulk drug section established in the
human drug recodification published: in
the FEDERAL REoiSTER of May 30, 1974
(39 FR 18922), and carries a uniform
last two digits throughout the various
dosage forms. The animal drugs subject
to certification include animal drug pro-
visions from Parts 141a through 151c
which are now Parts 540, 544, 546, and
548. Also included in this body of regu-
lations are the animal feed and toler-
ances regulations formerly Parts 135g
and 135e now Parts 556 and 558,
respectively.

The following table shows the relation-
ship of the CFR section numbers under
the former Subchapters A and C to this
redesignation reflected in Parts 500
through 558:,

Old section New section
3.25 ------ 510.110.
3.55- 510.112.
3.68.- 558.4.
3.517 ------ 510.6.
10.201 ---- 510.120.
131.11 ----- 505.3.
131.20 ---- 505.20.
131.21-. - 5W8.10.
135.1 ------ 510.3.
135.2 ------ 510.4.
135.3 ------ 511.1.
135.4a ----- 514.1.
135.4b ---- 514.2.
138.5 - 510.5.
135.6- 510.7.
135.7- 514.110.
135.8 ----- 514.100.
135.9 ------ 514.6.
135:10 ----- 514.7.
135.11 ----- 514.105.
135.12-... 5M4.111.
135.13a-.....514.8.
135.13b ---- 514.9.
135.14a ---- 510.300.
135.14b ---- 510.301.
135.14c ---- 510.302.
135.15 ----- 514.200.
135.16 ----- 514.201.
135.17______ 514.202.
135.18 ----- 514.203.
135.19 ----- 514.204.
135.20 ----- 514.220.
135.21 ----- 514.221.
135.22 ----- 514.222.
135.23 ----- 514.205.
135.24 ----- 514.206.
135.25 ----- 514.230.
135.26 ---- 514.231.
135.27 ----- 514.232.
135.28 ---- 514.115.
135.29 ---- 514.120.
135.30 ----- 514.121
135.31 .... 514.15.
135.32 - 514.235.
135.3 -- 514.12.
135.33a ---- 514.11.
135.34 ----- 514.116.
135.35 ----- 510.310.
135.36 ----- 510.200.
135.37-% .... 510.03.
135,101 ---- 510.410.
135.102 510.450.
135.163-......510.105.
135.104 ---- 500.40.
135.105 .--- 500.35.
135.106 510.440.
135,107 500.55.
135.108 500.65.
135,109 - 58.15.
135.111..... 500.25.
135.112 - 558.5,
135.113 ..... 500.45.
135,114. --- 500.52.
135.501 ---- 510.600.
1355.2 ----- 524.660a.
135a3.3 -.... 555.310e(c).
1353.4 ----- 524.3"21.0
1353.5 ----- 524.120a.
1353.6 ---- 524.1200b.
135a.7 ------- 524.920.
1353.8 --- 524.1204.
1353.9 ----- 555.310d(c).
135a.10 ---- 524.1982.
135a.11 ---- 524.1600b.
135a.12 ---- 524.1600a.
135a.13 --- 524.1700.
1353.14 ---- 524.1742.
135a.15 ---- 555.310f(c).
135a.16..... 524.2481.
135a.17-.... 524.1000.
135a.18 --- 524.1484g.
1353.19 ...... 524.1580.
13g-20 ---- 524.1883.
135a.21 ---- 524.981e.
135a.22- . 524.1044.
135a.23 ---- 524.981d.
135a.24 524.1662b.
135a.25-..... 524.1880.
135a.26 ---- 524.2620.
135a.27 ---- 524.1831a.
135a.28 --- 524.1484a.
135a29 ----- 555.310c(c).
135a.30 ---- 524.1484b.
1353.31 ---- 524.1484d.
1353.32 ---- 524.1484f.
135a.33 .--- 524.981c.
1353.34 ---- 524.1484c.
135.35 ---- 524A02.
1353.37 ---- 524.2640.
135- ... 548.314b(c).
1353.... 524.1494e.
135a.40 ---- 524.960.

Old section New section
135a.41 . 524.2140.
135a.42 ----- 524.1662a.
135a.43 ------ 524.900.
135a.44 ---- 524.2542.
135a.45 ---- 548.314a(c).
1353.47 ---- 524.541.
135a.48 .- 524.1831b.

.135aA9 - 524.660b.
1353.50 -- 524.981a.
135a.51 ---- 524A63.
1353.52 ---- 524.981b.
135a.56 ...... 524.520.
135a.57 ---- 524.1301.
135a.58 ------ 524.1443.
135b.2 --- 522.2640.
135b.3 ----- 522.640
135b.4 ----- 522.19-0.
135b.5 ----- 522.842.
135b.6 ----- 522.2350
135b.7 ----- 522.844.
135b.8 ...-.. 522.2340.
135b.9 .---- 522.2240.
135b.10 ---- 52,2.2,200.
135b.11 ---- 522.1260.
135b.12 ---- 522.2680.
135b.13 ...... 522.161.
135b.14 ---- 522.961.
135b.15 ---- 522.22"20.
135b.16 ...... 522.1563.
135b.17 ---- 522.1380.
135b.18 -- 522.1204.
135b.19 ---- 522.1044.
135b.21 ---- 522.144.

,135b.22 ---- 522.62.
135b.23 ---- 522.2120.
135b.24 ---- 540.280(c).
135b.25- 540.274a().
135b.27-..... 540.255b(c).
135b.28 ---- 522.12212.
135b.29 ---- 522.2480.
135b.30 ---- 522A80.
135b.32 ---- 522.960.
135b.34 ---- 522.1020.
135b.35 ---- 522.1884.
135b.36 .-- 522.1462.
135b.37- .... 522.800.
135b.33.-- 522.1182.
135b.39 ...... 522.2424.
135bA0 ---- 522.1484.
135bAl ...... 540.207b(c).
135b.42 ---- 522.82.
135b.43 -- 540.255c(c).
135b.4 ...... 522.1862.
135b.45 ---- 522.340.
135b.46- ----- 522.2002.
135b.47 -- 522.1720.
135b.49 ---- 540.274b.
135b.50 ---- 522.1081.
135b.51 ---- 522.44
135b,52 ...... 522.1800.
135b.53 ---- 522.2100.
135b.54 ---- 522.2444a.
135b.55 ---- 522.1920.
135b.56 ...... 522.2022.
135b.57... 522.30.
135b.-S ----- 522.2662.
135b.59 ---- 522.204.
135b60- 522.1962.
135b.61 -. 522.940.
135b.62 ---- 522.163.
135b.63 ...... 522.1060.
135b.64 ---- 522.1680.
135b.65 ---- 522.1662a.
135b.66 ---- 522.1183.
135b.67 ---- 522.1620.
135b.69 ---- 522.883.
135b.70 ---- 522.723.
135b.71 -- 522.740.
135b.72 ---- 522.23.
135b.73 ---- 522.803.
135b.74 522.1404.
135b.75-......_522.2063.
135b.77 ---- 555.210(c).
135b.79 ---- 522.2404.
135b.80 ---- 522.423.
135b.82 ---- 522.1881.
135b.83 ---- 522.540.
135b.84 ---- 522.1704.
135b.85 ---- 522.1362.
135b.86 ---- 522.564.
135b.88 ------ 522.281.
135b.89 ---- 522.1885.
135b.00 ---- 522.1143.
135b.01 ---- 522.1244.
135b.92 ---- 522.1880.
135b.93 ---- 522.1662b.
135b.94 ---- 522.784.
135b.05 .--- 522.2582.
135b.06 ---- 540.274c(e).
135b.97 ---- 522.1503.
135b.98 ---- 540.255a(c).
135b.99 ---- 522.2444a.

Old section New section
135b.100 ..... 522.1612.
135b.101-.... &22.1820.
135b.104- .... 540.207a(c),
1354.2-. 546.110(c).

and
546.110d-
(c).

135c.3-
. 
..... 520.100,

135c.4. _... - 520.2640.
135c.5 ..... 520.1660.
135c.6 ....... 520.680.
135c.7 ....... 520.23:03.
135c.8 ....... 520.2320,
135c.9 ....... 546.110(c)

and
&4.l13b-
(c).

135c,10 ---- 520.220,
135c.12 ...... 520.2002,
135c.13 ---- 520.2 20a,

'135c.14 ...... 520.2240,
1354.15- .544.173a(c).
135C.10-.... 520.2184.
135c.17 ...... 520.1422.
135c.15 ...... 520.1242.
135c.19 ...... 520.2520b.
135c.20 ---- 520.620,
135c.21 ---- 520.1100.
135c.2"2 ...... 520.1120a.
135c.23 ...... 520.1840.
135c.24 ...... 520.2122.
1354.25 ...... 520.2162.
1354.26 ---- 520.1540.
1354.27 ...... 520.222.
135c.28 ...... 520.2200.
135c.29 ...... 520.1962.
135c.30-. 520.62.
1354.31__.....540.129a and

540.129b.
135c.32 ...... 520.2123b.
1354.33 ...... 520.1201.
135c.35 ---- 548.110(c).
135c.36 ...... 54.114,
135c.37 ...... 543.112b(c).
135o.38 ...... 546.1101(c).
1354.39 ...... 520.2520a.
135cA0- 5 . 20.2451.
1354A1 ...... 20.2300.
1354.42 ...... 520.2301.
135c.43 ...... 540,1743(c).
135c.44 ---- 544,170b(c).
135c.45 ---- 540.174b(c).
135.46 - 520.2220b.
135.47 -- 540.107b(c).
135c.50 ---- 520.600.
135c,51 520.1380.
1354.52-.....520.622b.
135c.53 .--- 520.82a.
135c.54 ...... 520.1801.
135c.55 ---- 520.2480.
13W56 ...... 520.580.
135c.57 ---- 520.1720a.
135c.3 ...... 520.20.
135c.59..... 520.2045.
1354.60 ---- 520.23%b,
135c.61 ...... 520.440.
135c.62 ---- 520.704
1354.63 -- 555.110b(c).
135c.64 ...... 520.44.
135c.65 .--- 520.500.
1354.66 ---- 520.1780.
135C.67 ---- 520,182.
135c.9 ...... 520.1802.
1354.70 ---- 520.2022.
1354.71 ...... 520.19*20.
135c.72 ...... 540.129e(c).
135c.73 ...... 5*0.119(c).
135.74 ...... 520.2280.
135c.75 ---- 520.1720b.
135c.6.. 520.1700.
135C.77-.....520.260.
135c.78 ...... 520.240.
135c.79 ------ 520.540a.
135c.81 ---- 520.540b.
135c.82 ---- 520.763a.
135.83 ...... 520,763b.
3c.84 -- 520.25.

135c.85 ...... WO107 d(c).
135c.86 ...... 520.62.
1354e7 ...... 520.82b.
135c.88 ------ 520.2601.
1310.89 ...... 520.863.
135c.92 ...... 520.1900.
1354.93 ...... 520.2352.
135,.94 ---- 520.1263b.
135c.97 ---- 520.23.
1354.03 ...... 520.128-1.
135c.99 ...... 55.110c(c).
135c.100 --- 520.1263a.
135C.101 520.1520.
1354.102 555.110a(C).
135c.103 --- 520.1162.
135c.104 --- 520.1320.

Old section New section
135C.10 ..... 520.423( Ma.

135c.108 . 20.,112,
135c.110 - 0 .610(c,1354.111-..520,21603,
135c.112. 5,2.70(2,
135c.113 ..... 520,2100
135c.114 ..... 110().
135c,115-. 520.78.
135c,116 - 520120.S1354.117-..520.823,
135.118-.... 16,11('o),
135C.11 ... 5 ,203,
135c.120 . 520.1602
1354,121 ..... 5,100d(),
135C.122. 510.18O(o).
135c.121-.... lOb (o),

1350.127.-... 520.1803.1350,128 ..... N .0,12(oa.
13o17...520,11201%1351 ..... W520,213

13W .129... 520.11201,
15.132 ..... 50,107(o),
135.131 . 510.1731(o),
135c.132-.. 520.2169,
135c.135 ..... 50,171(o).
1354.13- ..... 520.2160.
135c.135 ..... 1311.
135d.2 ..... 520.800.135e.137-..540,I07c(o).

135d.13 ...... 510.874d(o).
135d.14 ...... 10.8743(o).
131d,15 ...... 10814a(o).
135d.16 ...... 510.814(o).
135d.17 .... 540.874((o),
135o.2 ...... 53.505,
135e.5 ....... 55.523,
135o.6 ....... 55.
135o7 ...... _558A15,
135o.10 ...... M.625,
135o.20 ...... 556.15.
135o.31 ...... W5.35,
135e,34 ...... 5,105,
135o,30 . 559,630,
1354.39 55.185.
1354.43 ...... 45A5,
13M .45 - 553435,
135v.46 - 5. .175.
135A9 .. 555.32.
1354.50 ...... 553.
1350.51 ...... 9,195.
1354.52 ...... 6 3.
5.5 ...... 553.205.

135o.55 ...... 58.575,
1354.56 553.305,
1354.57 - 5. .X5.
1350.58 - 53.155.
133o.59 55.315.
1I50.60 03..,465.135o.61. 558.45.
13 . 55815,

135o.C4 ...... ,.485,
13.505 ...... 653,931
1350S6 .- 55,515.
135.67 558.53,65
1354.69 - .55.5,
13 .1000 .... 155.19,
13512 ........ 529,253.0
1351 ........ 529,1011a-
135f ........ 529,1014b.
135f.5 ........ 529.350,
135g.1 ....... 6,1.
135g.2 ....... 55.90.
135g.3 ....... 0.320,
135g.4 ....... 650.70
135g.5 - 5W.570.
135g.6 550.480
135g.7 ....... V,770,
135g.8 ....... V 150.
135.g9 ....... ,50.0.
135g10 - 50.u30.
135g.11 - r40.610.
135g.12 ...... 559.510.
1359g.13 ...... 0.,
135g,14 ...... 50.0.
135g.15 ...... 740,40.
135g,17 ...... 53,200,
135,'18 ...... 550,2W.
133g.20 . 5501250.
l35.21 - 558.45.
135g.2'2 ...... 2O0.
135g.23 ...... 50.130,
135g.24 ...... 600.
135 g,2 ...... 550.430,
135g.26 ...... 510.190.
135"g,27 ...... 60.70.
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Old sedion New zedian
135g.. ----- 556.540. "
135g.29 -... 556.710.
135g.M ----- 556.240.
135g.31 ---- 556.140.
135g.32 --- 556.590.
135g.33 .--- 556.60.
1&g.34 ---- 556.2.
135g.,5---.55.650.
135g.36 ---- 556.290.
135g-37 -- 556.520.
135g.38 -- 556.250.

- 135g.39 .... 556.730.
135g.40 ---- 556.530.
135g.41- 556.390.
135g.42 ---- 556.-50.
135g.43 -- 556.340.
135g.44 ---- 556.210.
135g.45 -- 556.220.
135g.47 ----- 556.120.
135g.48 - - 558.270.
135g.49_..... 556.370.
135g.52 ---- 556.625.
135g.53 ---- 556.708.
135g.54 ..... 556.110.
135g.55 .--- 556.660.
135g.56 ---- 55630.
135g.57 -- 558.640.
135g.5S .--- 556.70D.
135g.59 ---- 556.650.
lisg.60 ---- 556.0.
135g.61....,. 556.410.
135g.62 -- 556.150.
135g.63 -- 556350.
135g.64 .--- 556.760.
135g.65 ---- 556.30.
135g.67 ---- 556.400.
135g.6S ---- 558.42L-
135g.69 ---- 556.310.
135g.70 -- 556.170.
135g.71 ---- 5.56.20.
135g.72 ---- 556.720.
15g.73 -- 556.690.
135g.75 ---- 556.180.
135g.76 ---- 556.480.
135g.77 ------ 556.630.
135g.79___-__ 556.440.
135g.80 ---- 556.300. .
135g.81 ------ 556.100.
135g.82 - - 556.-50.
135g.83 -.... 556A0.
135g.84...... 56M .
1 --g.S- 56 .550.
135g - 556.750.
14a..... 540.35a(b).
141a.9- 540.173b(b).
141a.19 . 540.2Bib(b).
141a.21 --- -540.1S0a(b).
1413. - - 536.500.
141a.23 . -40.21a(b).
141a.27 -- 540.274(b).
141.... 540.274a(b).
141a.33 540.174a(b).
141a.35- 535.501.
141a26 -- 536.502.
141a.37 --- - 536.503.
141a.3M .- 540.274e(b).
141a.39 - 540.250(b).
141a.42 ---- 536.504.
141a.46 ---- 540.274d(b).
141a.49 ---- 536.505.
141a.54- --- 540255a(b).
141a.80-. 540274(b).
141a.62 ---- 540.255(b).
141a.63 .--- 536.506.
141a.67 ----- 538.507.
1413.71 ------ 540.174b(b).
141a.74 ---- 540.260(b):
141a.S2 ---- 540.173a(b).
141a.88 ---- 536508 .
141a.89 -- 540.30b(b).
141a.90 - . 1(b).
141a_.3.... __540.874c(b).
141a.95 ---- 536.509.
141a.97 ---- 536.510.

.141a.99 .-.. 536.511.
141a,10S3.... 540.874b(b).
141.-109-....536.512.
141b.107____ 544.373a(b).
141b.109 -- 54473a(b).
141b.111-..__ 544.274(b).
141b.113- -..54413b(b).
141b.115 -- 54.473(b).
141b.116- 544.173e(b).
141b.117- 536.513.
141b.118- .544- b(b).
141b.119 --- 539.170b.
141b.120:.- 544:173d(b).
141b.122 --- 544.211n(b).

Old sedion -New sedlon
141b.124.. _ 544.170b(b).
141b.126 -- 54.370b(b).
L41b.12S ----- 544.173c(b.
141b.----- 5-4.373(b.
141b.132 ----- 514.973b (b).
141b.134 ----- 536.514.
141b.13S _:. .536.515.
141c.204 -- 546.10a(b).
141e.205_.... 546.110c(b).
141e207 .... 546.I10d(b).
141c.217----- 546.180,(b).
141.219-... 546.1104(b).
141e.23 --- 5 16.51 .
141e.2 .... 546.110fo(b).141c.237-..... 546.312a(b),
141c.2)4_,=___ 546,110bib).

141e.256 ... 546.110g(b).
141.264.... 519.210d.
141e.265----- 546.113a(b).
141c.267_.... 539.210b.
141c.2 - 538.517.
141d.303 ---- 555.310¢(b).
141e.A03_.... 548.212(b).
141e.416- 539.310b.
141c.417 --- 548.112d(b).
141e.422.___ 54810b.

141e.423- 548.112a(b).
141e.42 ..- 548.110(b).
141eA26 --- 548.112b(b).
141e.427- --- 548.113(b).
141e.428 --- 548.112c(b).
141e.429 --- 536.518.
141e.431 --- 518.111(b).
144.11 ----- 510.505.
144-.5---- 510.510.
144.2-6 ----- 510.515.
146.2.-.... 514.50.
146.3 ------ 514.51.
146.4 ------- 514.150.
146.5....... 510.350.
146.6 ------ 514.155.
146.8 ------ 514.60.
146.9 -------- 514.160.
146.13 ----- 514.55.
146.15 ----- 514.210.
146.16 -....... 514.10.
146a.24 - 540.20(a).
146a.26 ---- 540..3Sa(a).
146a.27 -- 540.1,3b(a).
146a.28 - -5M0.11a.
146a.34 ---- 540.153(a).
146a.39 ---- 540.174e(a).
146a.41 -.. 540.2 1a(a).
1463.43 -- 540:253.
146a.45 ---- 540.274c(a).
146a.47 ---- 540-274a(a).
146a.49. - 540.163(a).
146a.51 ---- 540.174a(a).
1463.53 ---- 540.IS0(a).
146a.57 ---- 540274e(a).
146a.55 ------ 540.250(a).
146z61_:-....539.73.
146a.62 ---- 540.874e(a).
14a.65- 540.2853.
146a.66 ---. c 540.65b(a).
146a.67 ---- 540:274d(a).
146a.69_.... 540.155(a).
1463.75 ---- 540.261.
146a.77 --- 40.255a(a).
146a.80 ---- 540.259.
1463.84 .8- 540.274(a).
146a.86 -- 540.255k(a) .
146a.8 8-- 540.1Sb.
146a.93 ---- 540.174b(a).
146a.95 ---- 540.160(a).
1463.96 ---- 540.260(a).
146a.98 ----- 540.166(a).
146a.100- 540:255b.
146a.104- 540.173a(a).
146a.111 --- 540.360b(a).
146a.112 --- 540.SS1(a).
146a.128 ------ -40.874b(a).
146a.129 ---- 540.874f.
146b.l01 --- 539.170.
146b.102- -- 544.3a(a).
146b.104 --- 544.1733(a).
146b.105- 544.3703.
146b.106- .-- 544.274(a).
146b.107: --- 544.170a. .
146b.10S -- 544.173b(a).
146b.110- 544.473 a)
146b.111- ---- 544.173e(a).
146b.113 --- 544.211b(a).
146b.114 - ---- 539.1763.
146b.115 --- 544.1-3d(a).
146b.117 - ---- 544.211a(a).
146b.119 ..... 544.170b(a).
146b.121- 4.370b(a).
146b.123 --- 544.173c(a).
146b.124 ----- 544.373b(a).
146b.17 ----- 544.973b(a).

Old sedion NAew seelon Old SetdL , New Jtlen
146 .201 ..... 546.IM 3(a). 146e.427 -... 1 113(a).
146c.205--546.1104(a). 14r,,429-548.113(a).
1406W--54G.312b(o). 14GAe4Z0-515.3133.
146c.207 - .546.11d(a). 146,.431-3.... 54.111(a).
146c.2...546.481(a). 143- ........ 510.45.
146.212 :... 546.713(a). 1483 ........ 510.-.
146e.217. 546.1S(). .5 ........ 510.106.
146c.219-.. 5 16 3(a). 149 4 ...... 50.119.
146c.---546.S(a). 149b.17-... . M4.10Th.
146c.29- 546.1101(a . 149b.19 ...... 540.07.
14G..237-.....546.312a(a). 149b.21 ...... 50.107d.
146.24L. .... 546A10b(a). 149b.23..... 540.107e.
14C .244 --- 546.3Sia(n). 149b .-.. 540.105.
146c.246 --- 546.3Slb(a). 149b..... 50.107a.
146%.2 .- 540.110g(a). 149b ....- 0.27a.
14W-264- 539.210c. 149b.M ..... 50.107c.
14.20 .- 54.113a(a). I12,6_...... 510.129b.
145.267 --- 539.217. 9------40.12- M 3.
146d.30 5,- 5.3105(a). - 1433 S ....... 510.1-.
146d.304 --- 55.3163. 149h,10 ...... 50.8Z9.
146d.-0- 555.310b and 149M.1-.. . 13.

555.410. 149J.2 - 540.114.
146e.401-. 39.3154. 1491.11 -. 40.143.
146eA0 .- 54.313b. 149.12.A .... 549.814.
14e-.40--- 54.212(a). 1Ise.1 ...... 5M.110b.
146c.408 - 548.310a(a). 151r_14 ...... 5.310.
140.416 ---- 539.310a. 151A6- 5 ...... 154.
146e.417 --- 54.112d(a). l518 ---- 555.310L
146 .423 548.11.M(a). 151e19 -- 555.210.
146L.425-....5.110(a). l51e.2.. 555.15L4.
146e.426-.8.112bta) 151c.21 ...... 11(b.

The changes being made are nonsub-
stantive in nature and for this reason
notice and public procedure are not pre-
requisites to this promulgation. For the
convenience of the user, the entire text of
Parts 500 through 558 are set out below.

Dated: March 21, 1975.
SAr D. Fmn,

Associate Commissioner
for Compliance.

Therefore 21 CFR is amended by rede-
signating the animal drug regulations
and the animal drug provisions in regu'a-
tions under Part 3 of Subchapter A and
Parts 130; 131, 135 through 135g and
Parts 141a through 151c of Subchapter
C-Drugs as Parts 500 through 558 of
Subchapter E--Animal Drugs, Feeds, and
Related Products, and republished to
read as follows:
Part
500 General
505 Interpretive Statements Re: Warnings

on Animal Drugs for Qyer-the-Coun-
ter Sale

510 New Animal Drugs
511 New. Animal Drugs for Investlgational

Use
514 New Animal Drug Appllcatlons
520 Oral Dosage Form New Animal Drugs

Not' Subject to Certification
522 Implantation or Injectable Dosage Form

New Animal Drugs Not Subject to
Certification

524 Ophthalmic and Topical Dosage Form
New Animal Drugs Not Subject to
Certification

529 Certain Other Dosage Form Now Animal
Drugs Not Subject to Certification

536 Tests for Specific Antibiotic Dosage
Forms

539 Bulk Antibiotic Drugs Subject to Cer-
tification

540 Penicillin Antibiotic Drugs -for Animal
Use

544 Certifiable Ollgozaccharlde Antibiotic
Drugs for Animal Use

546 Tetracycline Antibiotic Drugs for Ani-
mal Use

548 Certifiable Peptide Antibiotic Drugs for
Animal UsS

555 Chloramphenlcol Drugs for Animal Use
556 Tolerances for Residues of New Animal

Drugs In Food
558 New Animal Drugs for Use in Animal

Feeds

PART 500-GENERAL
Subpart A-[Reserved]

Subpart B-Specific Administratlive Rulings and
Decisions

Sec.
500.25 Anthelmintic drugs for use in

animal.
600.35 Animal feeds contaminated with

Salmonella microarganisms.
600.40 Use of poultry Utter as aimal feed-
500.45 Use of polychlorinated blphenyls

(PCB's) In the prcduction, han-
dling, and storage of animal feed.

Subpart c-Animal Drug Labeling Requirements

500.52 Ue of terms such as "tonic,' "tone,"
"toner." or "conditloner" -in the
labeling of preparations intended "
for use In or on animals.

500.55 Exemption from certain drug-label-
Ing requirements.

Subpart D-Requlrements, for SpecifEc Animal
Drugs

500.65 Eplnephrine injection 1:1,000 In. 10-
milliliter containers for emergency
tiatment of anaphylactold shoek
in cattle, horzes, sheep, and swine.

Auhoarr: Secs. 512, 7101(a), 52 Stat.
1o55: 82 Stat. 343-351 (21 U.S.C. 360b,
371(a)).

Subpart A-[Reserved]
Subpart B-Specific Administrative

Rulings and Decisions
§ 500.25 Antlielmintic drugs for use in

animals.
(a) The Commissioner of Food and

Drugs has determined that, in order to
assure that anthelmintic drugs, includ-
ing animal feeds bearing or containing
such drugs, which do not carry the pre-
scription statement are labeled to pro-
vide adequate directions for their effec-
tive use, labeling of these anthelmintic
drugs shall bear, In addition to other
required information, a statement that a
veterinarian should be consulted for as-
sistance in the diagnosis, treatment, and
control of parasitism.

(b) The label and any labeling fur-
nishing or purporting to furnish direc-
tions for use, shall bear conspicuously
the following statement: "Consult your
veterinarian for assistance in the diag-
nosis, treatment, and control of parasit-
ism."

(c) For drugs covered by approved
new animal drug applications, the label-
ing revisions required for compliance
with this section may be placed into
effect without prior approval as provided
for in § 514.8 (d) and (e) of this chapter.
For animal feeds bearing or containing
anthelmintlc drugs covered by approved
applications, the labeling revisions re-
quired for compliance with this section
may be placed into effect without the
submission of supplemental applications
as provided for In § 514.9 of this chapter.
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(i) Labeling revisions required for
compliance with this section shall be
placed into effect by February 25, 1975,
following which, any iuch drugs that are
introduced into interstate commerce and
not in compliance with this section will
be subject to regulatory proceedings.

§ 500.35 Animal feeds contaminated
with Salmonella microorganisms.

(a) Investigations by the Food and.
Drug Administration, the Center for
Disease Control of the U.S. Public Health
Service, the Animal Health Division of
the Agricultural Research Service, U.S.
Department of Agriculture, and by vari-
ous State public health agencies have re-
vealed that processed fish meal, poultry
meal, meat meal, tankage, and other ani-
mal byproducts intended for use in ani-
mal feed may be contaminated with
Salmonella bacteria, an organism patho-
genic to man and animals. Contamina-
tion of these products my occur through
inadequate heat treatment of the prod-
uct during its processing or through re-
contamination of the heat-treated prod-
uct during a time of improper storage or
handling subsequent to processing.

(b) Articles used in food for animals
are included within the definition of
"food" In section 201(f) of the Federal
Food, Drug, and Cosmetic Act. Further,
Salmonella contamination of such ani-
mal feeds having the potentiality for pro-
ducing infection and disease in animals
must be regarded as an adulterant within
the meaning of section 402(a) (if the act.
Therefore, the Food and Drug Adminis-
tration will regard as adulterated within
the meaning of section 402(a) of the act
shipments of the following when in-
tended for animal feed and encountered
in interstate commerce and found upon
examination to be contaminated with
Salmonella microorganisms: Bone meal,
blood meal, crab meal, feather meal, fish
meal, fish solubles, meat scraps, poultry
meat meal, tankage, or other similar ani-
mal byproducts, or blended mixtures of
these.
§ 500.40 Use of poultry litter as animal

feed.
(a) Poultry rations used today general-

ly contain drugs used individually or in
combination. The levels of drug use vary
from very small quantities of antibiotic
drugs for growth promotion to relatively
large quantities of drugs for treatment
of diseases. Consequently, poultry litter
can be expected to contain drugs and
antibiotic drugs or their metabolites. It is
not practical to determine, or feasible to
estimate, the nature and levels of the
drugs and their metabolites in litter.
Therefore, It Is not possible to conclude
that poultry litter Is safe as a feed or as a
component of feed for animals, nor is it
possible to conclude that there will be no
drug residues in the tissues and byprod-
ucts of animals fed poultry litter.

(b) Disease organisms may be trans-
mitted from poultry to other animals
through the use of poultry litter as ani-
mal feed. There are several diseases af-
fecting poultry that can also affect cattle,
hogs, and sheep as well as man. Thus

RULES AND REGULATIONS

such transmission of disease organisms
from poultry to other animals and pos-
sibly to man constitutes a hazard to ani-
mals and to the public health,

(c) Therefore, the Food and Drug Ad-
ministration has not sanctioned and does
not sanction the use of poultry litter as
a feed or as a component of feed for ani-
mals. Poultry litter subject; to the juris-
diction of the Federal Food, Drug, and
Cosmetic Act and offered for use as ani-
mal feed may be considered as adulter-
ated within the meaning of section 402
(a) (1), (2) (C), and/or (3) of the act.

§ 500.45 Use of polychlorinated bi-
phenyls (PCB's) in the production,
handling, and storage of animal
feed.

(a) Polychlorinated biphenyls (PCB's)
represent a class of toxic industrial
chemicals manufactured and sold under
a variety of trade names, including: Aro-
clor (United States); Phenoclor
.(France); Colphen (Germany); and
Kanaclor (Japan). PCB's are highly
stable, heat resistant, and nonflammable
chemicals. Industrial uses of PCB's in-
clude, or did include in the past, their
use as electrical transformer and capaci-
tor fluids, heat transfer fluids, hydraulic
fluids, plasticizers, and in formulations of
lubricants, coatings, and inks. Their
unique physical and chemical properties
and widespread, uncontrolled industrial
applications have caused PCB's to be a
persistent and ubiquitous contaminant
in the environment, causing the contam-
ination of certain'foods. In addition, in-
cidents have occurred in which PCB's
have directly contaminated animal feeds
as a result of industrial accidents (leak-
age or spillage of PCB fluids from plant
equipment). These accidents in turn
cause the contamination of fooq intended
for human consumption, (meat, milk,
and eggs). Investigations by the Food
and Drug Administration have revealed
that heat exchange fluids for certain
pasteurization equipment used in proc-
essing animal feed contain PCB's. Al-
though heat exchange fluids in such
equipment are considered to be in "closed
systems", leakage has occurred that re2
sulted in direct contamination of animal
feed with PCB's and subsequently re-
sulted in the transfer of PCB's to human
food produced by animals consuming the
contaminated feed. The use of PCB-con-
taining coatings on the inner walls of
silos has resulted in the contamination of
silage which has in turn caused PCB
residues in the milk of dairy cows con-
suming the contaminated silage. Since
PCB's are toxic chemicals, the PCB con-
tamination of food as a result of these
and other incidents represent a hazard
to public health. It is therefore necessary
to place certain restrictions on the indus-
trial uses of PCB's in the production,
handling, and storage of animal feed.

(b) The following special provisions
are necessary to preclude accidentaIPCB
contamination of animal feed:

(1) Coatings or paints for use on the
contact surfaces of feed storage areas
may not contain PCB's or any other

harmful or deleterious substances likely
to contaminate feed. ""

(2) New equipment or machinery for
handling or processing feed in or around
an establishment producing animal feed
shall not contain FCB's,

(3) On or before Sept. 4, 1973, the
management of establishments produc-
ing animal feed shall:

(i) Have the heat exchange fluid used
in existing equipment or machinery for
handling and processing feed sampled
and tested to determine whether It con-
tains PCB's, or vcrlfy- the absence of
PCB's in such formulations by other
appropriate means. On or before Sept. 4,
1973, any such fluid formulated with
PCB's must to the fullest extent pos-
sible commensurate with current good
manufacturing practices, be replaced
with a heat exchange fluid that does not
contain PCB's,

(ii) Eliminate to the fullest extent
possible commensurate with current
good manufacturing practices from the
animal feed producing establishment
any PCB-contalning lubricants for
equipment or machinery used 'for han-
dling or processing animal feed.

(ill) Eliminate to the fullest extent
possible commensurate with current
good manufacturing practices from the
animal feed producing establishment
any other PCB-containing materials,
whenever there is a reasonable expecta-
tion that such materials could cause ani-
mal feed to become contaminated with
PCB's either as a result of normal use
or as a result of accident, breakage, or
other mishap.

(iv) The toxicity and other charac-
teristics of fluids kelected as POB re-
placements must be adequately deter-
mined so that the least potentially haz-
ardous replacement should be used. In
making this determination with respect
to a given fluid, consideration should be
given to (a) its toxicity; (b) the maxi-
mum quantity that could be spilled onto
a given quantity of food before It would
be noticed, taking Into account its color
and odor; (c) possible sigpialing devices
in the equipment to Indicate a loss of
fluid, etc.; (d) and Its environmental
stability and tendency to survive and be
concentrated through the food chain,
The judgment as to whether a replace-
ment fluid Is sufficiently non-hazardous
is to be made on an individual Installa-
tion and operation basis.

(c) For the purpose of this section, the
provisions do not apply to electrical
transformers and condensers containing
PCB's In sealed containers.

(d) For the purpose of this section, the
term "animal feed" includes all articlei
used for food or drink for animals other
than man.

Subpart C-Animal Drug Labeling
Requirements

§ 500.52 Use of terms such as "tone',"tone" "toner" or 1condhtioner lit
the labeling of preparations intended
for use in or on animals.

(a) The use of terms such as "tonic",
"tone", "toner", and similar terms in the
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labeling of a product intended for use in
or on animals implies that such product
is capable of a therapeutic effect(s) and
causes such a product to be a drug within
the mpaning of section 201(g) of the
Federal Food, Drug, and Cosmetic Act.
The unqualified use of such terms in a
product's labeling fails to provide ade-
quate directions and indications for use
of such product and causes it to be mis-
branded within the meaning of section
502(a) and (f) (1) of the act. The terms
"tonic", "tone", "toner", and similar
terms may be used in labeling only when
appropriately qualified so as to fully
inform the user regarding the intended
use(s) of the product.

(b) The unqualified use of the term
"conditioner" and similar terms in the
labeling of a product intended for use in
or on animals, implies that such product
is capable of a therapeutic effect(s) and
causes such a product to be a drug within
the' meaning of section 201(g) of
the act. The unqualified use of such
terms in a product's labeling falls to
provide adequate directions and indica-
tions for use of such product and causes
it to be misbranded within the meaning
of section 502(a) and (f) (1) of the act.
The term "conditioner" and similar
terms may be used in labeling only when
-appropriately qualified so as to fully in-
form the user regarding the intended
use(s) of the product. A product labeled
as a "conditioner" or with a similar term
can be either a food or drug depending
upon the manner in which the term is
,qualified in the labeling to reflect the
product's intended use.

(c) An article so qualified as to be
represented as a drug must be the sub-
ject of an approved new animal drug
application unless-the use of the article
under the conditions set forth in its
labeling is generally recognized as safe
and effective among experts qualified by
scientific training and experience to
evaluate the safety and effectiveness of
animal drugs.
§ 500.55 Exemption from certain drug-

labeling requirements.
(a) Section 201.105(c) of this chap-

ter provides that in the case of certain
drugs for which directions, hazards,"
warnings, and use Information are com-
monly known to practitioners licensed
by law, such information may be omitted
from the dispensing package. Under this
proviso, the Commissioner of Food and
Drugs will offer an opinion, upon written
request, stating reasonable grounds
therefor on a proposal to omit such in-
formation from the dispensing package.

(b) The Commissioner of Food and
Drugs has considered submitted material
covering a number of drug products and
has offered the opinion that the follow-
ing drugs when intended for those
veterinary uses for which they are now
generally employed by the veterinary
medical profession, should be exempt
from the requirements of § 201.105(c)
of this chapter, provided-that they meet
the conditions prescribed in this para-
graph. Preparations that are not in dos-
age- unit form (for example, solutions)
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will be regarded as meeting the condi- tie, horses, sheep, and swine-I cubic
tions with respect to the maximum. centimeter per 100 pound. of body
quantity of drug per dosage unit If they weight. Inject subcutaneously".
are prepared In a manner that enables (c) The labeling must also bear a de-
accurate and ready administration of a scription of the symptoms of anaphylac-
quantity of drug not In excess of the told shock Including glassy eyes,
stated maximum per dosage unit: increased salivation, grinding of the
Atropine sulfate. As an Injectable for teeth, rapid breathing, muscular tremors,

cattle, goats, horses, pigs, and sheep, staggering gait, and collapse with death
not In excess of 15 milligrams per dos- following. These symptoms may appear
age unit; as an injectable for cats and shortly after injection of a bacterin,
dogs, not in excess of 0.6 milligram per vaccine, or antiblotic.
dosage unit.

Barital sodium. For oral use In cats and
dogs, not n excess of 300 milligrams PART 505-INTERPRETIVE STATEMENTS
per dosage unit RE: WARNINGS ON ANIMAL DRUGS

Epinephrine infection, 1 : 1,000. For cats, FOR OVER-THE-COUNTER SALE
dogs, cattle, goats, horses, pigs, and Subpart A-Definitions and interpretations
sheep (except as provided In § 500.65). sec.

Morp ine sulfate. As an Injectable for 5053 Wamnings on animal drugs Intended
dogs, not In excess of 15 milligrams per for administration to diseased ani-
dosage unit. m -

Pentobarbital sodium. For oral use In Subpart B--Required Warning and Caution
cats, and dogs, not in excess of 100 Statements
milligrams per dosage unit. 805.10 Animal drug warning and caution

Phenobarbital sodium. For oral use in statements required by regula-
cats and dogs, not In excess of 100 tlons.
milligrams per dosage unit. Subpart C-Voluntary Warning and Caution

Procaine hydrochloride infection. Con- Statements
taining not in excess of 2 percent pro- 505.20 Recommended animal drug warning
caine hydrochlorlde, with or without and caution statements.
epinephrine up to a concentration of Auro-n: Sees. 502, 503, 506, 507, 701,
1:50,000. For use in cats, dogs, cattle, 52 Stat. 1O5O, as amended, 1052, as amended,
goats, horses, pigs, and sheep. 1055-1050. as amended. 52 Stat. 854; 55 Stat.

Thyroid. For oral use In dogs, not in ex- 851; 59 Stat. 463, as amended (21 U.S.C. 352,
cess of 60 milligrams per dosage unit. 353,356,357,371).
Subpart D-Requirements for Specific Subpart A-Definitions and Interpretations

Animal Drugs § 503.3 Warnings on animal drugs in-
§ 500.65 Epincphrine injection 1:1,. tended for administration to diseased

000 in 10.milliliter containers for animals.
emergency treatment of anaphylac- None of the warning or caution state-
toid shock in cattle, horses, sheep, ments recommended for use in the label-
and qwine. Ing of drugs intended for adminstration

(a) Anaphylactold reactions In cattle, to diseased animals shall be construed
horses, sheep, and swine occur occasion- to suggest or Imply that any product of
ally from the Injection of antibiotics, a diseased animal is suitable for food
bacterins, and vaicines. Adequate direc- use. (See section 402(a) (5) of the act.)
tIons for use of these antibiotics, bac- Subpart B-Required Warning and Caution
terins, and vaccines can generally' be
written for use by the laity and thus are Statements
available to livestock producers. Epi- § 505.10 Animal drug warning and cau-
nephrine Injection is effective for the tion statements required by re;ula-
treatment of anaphylactoid reactions In tions.
animals and would be of value in saving ANIMAL PEED CONTAINING PENI-
lives of animals if it were readily avail- CILLIN, STREPTOM YCIN, DIHYDRO-
able at the time of administration of the STREPTOMYCIN, cHLORTLrRACY-
causative agents. In connection with this CLINE, TETRACyCLINE, CE[LORAM-
problem the Food and Drug Administra- pENiCOL, OR BACIrRACIN, W=
tion has obtained the views of the Advi- OTEIR DRUGS. (See § 510.515 of this
sory Committee on Veterinary Medicine, chapter.)
and other experts, and has concluded
that adequate directions for over-the- A warning to the following effect Is
counter sale of epinephrine injection required when animal feeds containing
1:1,000 can be prepared. any of the above-named antibiotics also

(b) In view of the above, the Corn- cdntain the following drugs:
missioner of Food and Drugs has con- ArsanilIc acid, sodium arsanlate, or 3-
eluded that it is n the public interest to nltro-4-hydroxyphenol arsonic acid (3-
make epinephrine injection 1:1,000 nltro-4-hydroxyphenylarsonle acid) for
available for sale without d prescription poultry and swine. (See § 510.515 (a) and
provided that it is packaged In vials not (b) of this chapterJ
exceeding 10 milliliters and its label Warning-Discontinue use 5 days be-
bears, n addition to other required In- fore the treated animals are slaughtered
formation, the following statements in for human consumption.
a prominent and conspicuous manner: Chlortetracycline for leptospirosis of
"For emergency use only In treating swine. (See § 510.515(b) (41) of this
anaphylactold shock. Usual Dosage: Cat- chapter.)
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A warning to the following effect is
required on preparations containing, per
ton of feed, 400 grams of chlortetracy-
cline:

Warning-Discontinue use 10 days be-
for the treated aniprals are slaughtered
for human consumption.
Hygromycin B for swine. (See *§ 510.515
(b) of this chapter.)

Warning-Discontinue use 48 hours
before the treated swine are slaughtered
for human consumption.
Nystatin for turkeys. (See §,510.515(b)
of this chapter.)

Warning-If used in laying hens, eggs
are to be used for hatehing-purposes
only.
ANTIBIOTIC-CONTAINING PREPA-
RATIONS FOR VETERINARY USE.
(See Parts 540, 544, 546, 548 and 555
of this chapter.)

All drugs containing penicillin, strep-
tomycln, dihydrostreptomycin, chlor-
tetracycline, tetracycline, chlorampheni-
col, or bacitracin or any of their
derivatives, labeled solely for veterinary
use and bearing directions for use by the
laity, are required to bear a label state-
ment to the effect "For veterinary use
only."
BACITRACIN-CONTAINING 0 1 N T-
MENTS. (See Part 548 of this chapter.)"

All bacitracin-containing ointments
are required to bear the label statements:

For use only in the prevention of in-
fection in minor cuts and abrasions. Use
of the drug should be discontinued and
a veterinarian consulted if signs of infec-
tion or irritation appear.
BACITRACIN-CONTAINING PREPA-
RATIONS WITH VASOCONSTRIC-
TOR; BACITRACIN OPHTHALMIC.
(See § 548.310a(a) of this chapter.)

Warning-Not for injection.
BACITRACIN- (OR ZINC BACITRA-
CIN-) NEOMYCIN-POLYMYX POW-
DER TOPICAL. (See § 548.313a of this
chapter.)

This drug is required to bear the label
statement: "Not sterile."
BACITRACIN- (OR ZINC BACITRA-
CIN-) POLYMYXIN OINTMENT; BAC-
ITRACIN - POLYMYXIN - NEOMY-
CIN OINTMENT. (See §§ 448.510c(a)
and 448.510e(a) of this chapter.)

These drugs are required to bear a
label statement to the effect "For use
only in the Prevention of infection in
minor cuts and abrasions. Use of the
drug should be discontinued and a vet-
erinarian c6nsulted if signs of infection
or irritation appear."

If they are in liquid form they also
bear the statement: "Not for injection."
BACITRACIN OR FEED GRADE BACI-
TRACIN POWDER ORAL VETERI-
NARY; BACITRACIN METHYLENE DI-
SALICYIATE AND STREPTOMYCIN
SULFATE CAPSULES, POWDER, OR
TABLETS ORAL VETERINARY. (See
§ 548.112d(a), 548.110(a), 548.112b(a),
548.113(a), 548.112c(a) of this chapter.)

These drugs are required to bear the
label statement: "For oral veterinary use
Only."
CHLORAMPHENICOL OPHTHALMIC.
(See § 553.310a of this chapter.)

Warning-Not for injection.
CHLORAMPHENICOL OTIC; CHLOR-
AMPHENICOL TOPICAL. (See
§ 555.310e(c) of this chapter.)

Warning-For external use only.
CHLORTETRACYCLINE OR TETRA-
CYCLINE - CONTAINING PREPARA-
TIONS FOR VETERINARY USE ONLY.
(See Part 546 of this chapter.)

All drugs containing chlortetracycline
or tetracycline or their derivatives,
labeled solely for veterinary use and
bearing directions for use by the laity,
are required to bear a label statement
to the effect "For veterinary use only."
CHLORTETRACYCLINE- OR TETRA-
CYCLINE - CONTAINING PREPARA-
TIONS FOR OPHTHALMIC, OTIC, OR
ORAL USE; CILORTETRACYCLINE-
OR TETRACYCLINE - CONTAINING
PREPARATIONS WITH VASOCON-
STRICTOR. (See §§ 546.180a(a), 546.-
180e(a), 546.312b(a), and 546.481(a) of
this chapter.)

Warning-Not for injection.
CHLORTETRACYCINE ORAL VET-
ERINARY (CRUDE); CHLORTETRA-
CYCLINE SEED. (See H8 546.110a(aY and
546.110b(a) of this chapter.)

These drugs are required to bear the
label statement "For oral veterinary use
only."
TETRACYCLINE HYDROCHLORIDE
FOR INTRAMUSCULAR USE. (See
§ 446.281b(a) of this chapter.)

This drug is required to bear the label
statement "For intramuscular use only."
BUFFERED CRYSTALLINE PENICIL-
LIN. (See § 440.81 (a) of this chapter.)

If represented for use as a treatment
for mastitis, the statement: "Impor-
tant-Milk from treated segments of
udders should be discarded or used for
purposes other than human consump-
tion for at least 72 hours after the last
treatment."
BUFFERED PENICILLIN POWDER,
PENICILLIN POWDER WITH BUF-
FERED -AQUEOUS DILUENT; DI-
BENZYLAlMINE PENICILLIN AND PO-
TASSIUM PENICILLIN P O W D E R,
BUFFERED; PENICILLIN WITH
VASOCONSTRICTOR. (See §§ 540.174a
(a) and 540.160(a) of this chapter.)

Warning-Not for injection.
CRYSTALLINE PENICILLIN-STREP-
TOMYCIN- (OR DIHYDROSTREPTO-
MYCIN-) POLYMYXIN-OXYTETRA-
CYCLINE-CARBOMYCIN P O W D E R
VETERINARY. (See § 540.881(a) of this
chapter.)

These drugs are required to bear the
label statement "For udder instillations
or cattle only."

DIETHYLSTILBESTROL FOR SHEEP.
(See § 510.515(b) (38) of this chapter.)

Warning-Discontinue use 7 days be-
fore the treated animals are slughtered
for human consumption.
EPHEDRINE PENICILLIN TABLETS.
(See § 540.163(a) of this chapter.)

Warning-Not for injection or oral
use.

EPINEPHRINE INJECTION 1: 1000 In
10-MILLILITER CONTAINERS VOR
EMERGENCY TREATMENT OF ANA-
PHYLACTOID SHOCK IN CATTLE,
HORSES, SHEEP, AND SWINE. (See
§ 500.65 of this chapter.)

The label for epinephrine injection
1 : 1000 packaged for over-the-counter
sale for veterinary use must bear the
following statements in a prominent and
conspicuous manner: "For emergency
use only in the treatment of anaphylac-
told shock.

Usual dosage: Cattle, horses, sheep,
and swine-1 cubic centimeter per 100
pounds of body weight. Inject sub-
cutaneously."

The labeling must also bear a descrip-
tion of the symptoms of anaphylactold
shock including glassy eyes, increased
salivation, grinding of the teeth, rapid
breathing, muscular tremors, staggering
gait, and collapse with death following,
These symptoms may appear shortly
after injection of a bacterin, vaccine, or
antibotic.
PENICILLIN-CONTAINING PREPARA-
TIONS FOR INTRAMUSCULAR USE
ONLY. (See §§ 540.250(a), 540.253, 540,-
255c(a), 540.265a, 540.265b(a), 540,274a
(a), 540.274f(a), 540.281a(a) of this
chapter.)

All these preparations are required to
bear the label statemenlt "For Intra-
muscular use only."
PENICILLIN-CONTAINING 0 1 N T-
MENTS. (See Part 540 of this chapter.)

If these preparations are labeled
solely for udder instillations of cattle and
are packaged in glass containers, they
are required to bear the label statements:
"Not for injection. For udder instilla-
tions of cattle only."
PENICILLIN FOR SURFACE APPLI-
CATION.

If the drug is not sterile, the state-
ments: "Not sterile-Not for injection-
Not to be used in deep wounds or body
cavities."
PENICILLIN-NEOMYCIN OINTMENT.
(See § 540.874c(a) of this chapter.)

This drug is required to bear the label
statement "For udder instillations of
cattle only."
PROCAINE PENICILLIN AND STREP-
TOMYCIN (OR DIHYDROSTREPTO-
MYCIN) IN OIL; DIBENZYLAMINE
PENICILLIN AND STREPTOMYCIN
(OR DIHYDROSTREPTOMYCIN) IN
OIL; PROCAINE PENICILLIN-STREP-
TOMYCIN- (OR DVHYDROSTREPTO-
MYCIN-) POLYMYXIN IN OIL (OR
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OINTMENT). (See §§ 540.274e(a) and"
540.260 (a) of this chapter.)

These drugs are required to bear the
label statements: "For udder instilla-
tions of cattle only" or "For subcutane-
ous injection in fowl only. Inject in the
neck immediately behind the head."
PROCAINE PENICILLINJN OTT: PRO-
CAINE PENICILLIN AND STREPTO-
MYCIN (OR DIHYDROSTREPTO-
MYCIN) IN OIL; PENICILLIN-STREP-
TOMYCIN- (OR DIHYDROSTREPTO-
MYCIN-) NEOMYCIN IN OIL; BENZ-
ATHINE PENICILLIN G IN OIL;
BENZATHINE PENCILL1I G-PRO-
CAINE PENICILLIN G-STREPTOMY-
CIN (OR DIHYDROSTREPTOMYCIN)
IN OIL. (See § 540.255b, 540.274c(a),
and540.274e(a) of this chapter.)

These drugs are required to bear the
label statements:

"For udder instillations of cattle only"
(if intended for such use) : or

"For subcutaneous injection in fowl
only.: Inject in the neck immediately
behind the head." (if packaged and
label&d solely for subautaneQus injection
in fowl).
STREPTOMYCIN FOR TOPICAL USE.
(See § 544.370a of this chapter.)

Caution-Not for intravenous or sys-
temic medication.
Subpart C-Voluntary Warning and Caution

Statements
§ 505.20 Recommended animal drug

warning and caution statements.

ACETYLAMINONITROTHIAZOLE FOR
POULTRY.

Warning-iscontinue use at least 1
week before slaughtering birds for food
to eliminate the drug from the food.
AMINONITROTHIAZOLE (2-AMINO-
5-NITROTHIAZOLE) FOR POULTRY.

Warning-Discontinue use at least 1
week before slaughtering birds for food
to eliminate the drug from the food.
ANESTHETICS FOP, EXTERNAL USE
(LOCAL ANESTHETICS).

Caution--Not for prolonged use. If
the conditiori for which this preparation
is used persists or if a rash or irritation
develops, discontinue use and consult
veterinarian. -

Caution-Consult veterinarian before
using in severely debiliated animals.

ANTHELMINTICS: PHENOTHIAZINE.

Warnming-Do not treat lactating dairy
animals.

Caution-Consult- veterinarian before
using in severely debilitated animals.
Individual animals are occasionally sen-
sitive to phenothiazine.
ANTEISTAMINICS FOR EXTERNAIP
USE.

Caution-If the condition for which
this preparation is used persists or if a
rash or irritation develops, discontinue
use and consult veterinarian.

ANTISEPTICS FOR EXTERNAL USE.
Caution-In case of deep or puncture

wounds or serious bums consult veter-
inarian. If redness, irritation, or swell-
ing persists or increases, discontinue use
and consult veterinarian.
CARBOLIC ACID (PHENOL) PREP-
ARATIONS (MORE THAN 0.5 PER-
CENT) FOR EXTERNAL USE.

Caution-Use only as directed. Avoid
contact with the eyes and mucous mem-
branes. Do not apply to large areas of
broken skin. Do not use on cats.
CORTISONE, HYDROCORTISONE.
PREDNISOLONE AND PREDNISONE
PREPARATIONS FOR EXTERNAL
USE.

Caution-Do not use where infection
(pus) is present, since the drug may
allow infection to spread. If redness,
irritation, or swelling persists or n-
creases, discontinue use and consult vet-
erinarian.
COUNTERIRRITANTS AND RUBE-
FACIENTS.

Cautions-Do not apply to irritated
skin or if excessive irritation develops.
Avoid getting into eyes or on: mucous
membranes.
CREOSOTE, CRESOLS, GUAIACOL.
AND SIMILAR SUBSTANCES IN
PREPARATIONS FOR EXTERNAL
USE.

Caution-Use only as directed. Avoid
contact with eyes and mucous mem-
branes. Do not apply to large areas of
broken skin. Not recommended for use on
cats.
DIARRHEA PREPARATIONS.

Caution-If symptoms persists after
using this preparation for 2 or 3 days.
consult veterinarian.
DIETHYLSTILMBESTROL IN ANIMAL
FEEDS.

Warning-Discontinue use at least 7
days before slaughtering animals for
food to eliminate the drug from the food.

DISPENSERS PRESSURIZED BY GAS-
EOUS PROPELLANT FOR DRUGS FOR
EXTERNAL USE.

CaUtion-Keep away from eyes or
other mucous membranes. Avoid In-
haling.

This warning is not necessary for
preparations especially designed for use
on mucous membranes.

Warning-Contents under pressure.
Do not puncture. Do not use or store
near heat or open flame. Exposure to
temperatures above 130* Fahrenhelt may
cause bursting. Never throw container
into fire or incinerator.
DRESSINGS, PROTECTIVE SPRAY-
ON TYPE.

Caution--In case of deep or puncture
wounds or serious burns or if redness.
irritation, or swelling persists or in-
creases, consult veterinarian.

Keep away from eyes or other mucous
membranes. Avoid Inhaling.

See also Dispensers Pressurized by
Gaseous Propellant 0 0 * for addi-
tLional warnings to be included for prod-
ucts under pressure.
ESTROGEN PELLKIS IN CATTLE
AND.SHEEP.

Warning-Implant pellets in the
(name of the anatomical

area) only. Any other location may result
in violation of Federal law. Do not at-
tempt salvage of Implanted site for
human or animal food.
NICARBAZIN FOR POULTRY.

Warning-Do not feed to laying hens
In production. Discontinue use at least
4 days before slaughtering birds for
food to eliminate the drug from the food.

OPHTHAULIC PREPARATIONS.

Caution-If condition persists or In-
creases discontinue use and consult
veterinarian. Keep container tightly
closed.

Solutions should also include the fol-
lowing statement: "Do not touch applica-
tor tip to any surface, since this may
contaminate solution:

SALMONELELOSIS THEATMENTS FOR
POULTRY.

Imporant-Poultrr- that have sur-
vived salmonella outbreaks should not be
kept for laying-house replacements or
breeders, unless tests show that they qre
not carriers.
SULFONAMIDE PREPARATIONS
(SYSTEMIC).

Caution-If symptoms persist after
using this preparation for 2 or 3 days
consult veterinarian.

SULFONAMIDES FOR EXTERNAL,
USE.

Caution-If redness, Irritation, or
swelling persists or increases, discontinue
use and consult veterinarian.

If the preparation has not been steri-
lied, the following statement should also.
be used:

Caution-This preparation has not
been.sterlIzed. Do not use in body cavi-
ties or deep wounds.

PART 510-NEW ANIMAL DRUGS
Subpart A-General Provisions

Sec.
510.3 Deflnitions and interpretations.
510.4 Blologics; products subject to license

control.
510.5 Certificatlon of new animal drugs

containing any kind of penicllin,
streptomycin, chlortetracycline,
cbloramphenicol, or bacitracin, or
derivative thereof.

510.0 New animal drugs; transitional pro-
visions re section 512 of the act.

510.7 Consignee3 of new animal drugs for
ue In the manufacture of anila
feed.

510.45 Packaging requirements for drugs for
animal ue.

510.55 Labeling requirements for antibiotic
drugfor animal use.

510.95 Designated journals.
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Subpart B-Specific Administrative Rulings and
Decisions

Sec.
510.105 Labeling of drugs for use in milk-

producing animals.
510.106 Labeling of antibiotic and antibi-

otic-containing drugs intended
for use In milk-producing an-
imals.

510.110 Antibiotics used in food-producing
animals.

510.112 Antibiotics used in veterinary medi-
cine and for nonmedical purposes;
required data.

510.120 Suspension of approval of new-drug
applications for certain diethyl-
stUbestrol and diethystilbestrol-
containing drugs.

Subpart C-Exportation of New Animal Drugs

510.200 Export of new animal drug.

Subpart D-Records and Reports
510.300 Records and reports concerning ex-

perience with new animal drugs
for which an approved application
is in effect.

510.301 Records and reports concerning ex-
perlence with animal feeds bear-
Ing or containing new animal
drugs for which an approved ap-
plication is in effect.

510.302 Reporting forms.
510.310 Records and reports on new animal

drugs and antibiotics for use In
animals for which applications or
certification Forms 5 and 6 be-
came effective or were approved
prior to June 20, 1963.

510.350 Records of distribution of animal
drugs subject to section 512(n)
of the act.

Subpart E-Requirements for Specific New
Animal Drugs

510.410 Corticosteroids for oral, injectable,
and intramammary use in ani-
mals; warnings and labeling re-
quirements.

510.440 Injectable iron preparations.
510.450 Sulfonamide-containing drugs for

oral, injectable, intramanmmary, or
- intrauterine use in food-produc-

ing animals.

Subpart F--Animal Use Exemptions from
Certification and Labeling Requirements

610.505 Antibiotic drugs subject to section
512(n) of the act for fish diseases.

510.510 Antibiotic drugs for use in medi-
cated animal feed (antibiotic
medicated feed premixes).

510.515 Animal feeds bearing or containing
new animal drugs subject to the
provisions of section 512(n) of
the act.

Subpart G--Sponsors of Approved Applications

510.600 Names, addresses, and code num-
bers of sponsors of approved ap-
plications.

AuTHoRrry: Sees. 512, 701 (a), 52 Stat. 1055,
82 Stat. 343-351 (21 U.S.C. 360b, 371), unless
otherwise noted.

Subpart A-General Provisions
§ 510.3 Definitions and interpretations.

As used in this part:
(a) The term "act" means the Fed-

eral Food, Drug, and Cosmetic Act, as
amended (sees. 201-902, 52 Stat. 1040 et
seq., as amended; 21 U.S.C. 321-392).

(b) "Department" means the Depart-
ment of Health, Education, and Welfare.

(c) "Secretary" means the Secretary
of Health, Education, and Welfare.

(d) "Commissioner" means the Com-
missioner of Food and Drugs.

RULES AND REGULATIONS

(e) "Person" means individuals, part-
nerships, corporations, and associations.

(f) The definitions and interpretations
of terms contained in section 201 of the
act shall be applicable to such terms when
used in the regulations in this part.

(g) The term "new animal drug"
means any drug intended for use for
animals other than man, including any
drug intended for use in animal feed but
not including such animal feed:

(1) The composition of which is such
that such drug is not generally recog-
nized, among experts qualified by scien-
tific training and experience to evaluate
the safety and effectiveness of animal
drugs, as safe and effective.for use under
the conditions prescribed, recommended,
or suggested in the labeling thereof; ex-
cept that such a drug not so recognized
shall not be deemed to be a "new animal
drug" if at any time prior to June 25,
1938, it was subject to the Food and Drug
Act of June 30, 1906, as-amended, and if
at such time Its labeling contained the
same representations concerning the con-
ditions of its use; or

(2) The composition of which is such
that such drug, as a result of investiga-
tions to determine its safety and effec-
tiveness for use under such conditions,
has become so recognized but which has
not, otherwise than in such investiga-
tions, been used to a material extent or
for a material time under such condi-
tions; or

(3) Which drugIs composed wholly or
partly of any kind of penicillin, strep-
tomycin, chlortetracycline, chloram-
phenicol, or bacitracin, or any derivative
thereof, except when there is in effect a
published order of the Secretary declar-
ing such drug not to be a new animal
drug on the grounds that:

(i) The requirement of certification of
batches of such drug, as provided for in
section 512(n) of the act, is not necessary
to insure that the objectives specified in
paragraph (3) thereof are achieved; and

(ii) That neither paragraph (g) (1)
nor (2) of this section applies to such
drug.

(h) The term "animal feed" means an
article which is intended for use for food
for animals other than man and which is
intended for use as a substantial source
of nutrients in the diet of the animal,
,and is not limited to a mixture intended
to be the sole ration of the animal.

(i) The newness of an animal drug,
including a new animal drug intended
for use in or on animal feed, may arise
by reason of: (1) The newness for its
intended drug use of any substance of
which the drug is comprised, in whole
or in part, whether it be an active sub-
.stance or a menstruum, exciplent, car-
rier. coating, or other component; (2)
the newness for its intended drug use of
a combination of two- or more sub-
stances, none of which is itself a new
animal drug; (3) the newness for its in-
tended drug use of the proportion of a
substance in a combination, even though
such combination containing such sub-
stance in other proportion is not a new
animal drug; (4) the newness for its
intended drug use in a different species
of animal; (5) the newness of Its in-

tended drug use in diagnosing, curing,
mitigating, treating, or preventing a dis-
ease, or to affect a structure or function
of the animal body, even though such
drug is not a new animal drug when used,
in another disease or to affect another
structure or function of the body; or (6)
the newness of a dosage, or method or
duration of administration or applica-
tion, or any other condition of use pre-
scribed, recommended, or suggested in
the labeling of such drug, even though
such drug or animal feed containing
such drug when used In another dosage,
or another method or duration of ad-
ministration or application, or different
condition, Is not a new animal drug.

(j) "Animals used only for laboratory
research" and "laboratory research ani-
mals" mean individual animals or groups
of animals intended for use and used
solely for laboratory research purposes,
regardless of species, and does not in-
clude animals intended to be used for
any food purposes or animals intended
to be kept as livestock.

(k) The term "sponsor" means the
person responsible for an investigation
of a new animal drug, Including respon-
sibility for compliance with applicable
provisions of the act and regulations, The
"sponsor" may be an Individual, part-
nership, corporation, or Government
agency or may be it manufacturer, sci-
entific institution, or an investigator reg-
ularly and lawfully engaged in the
investigation of new animal drugs.

(1) "Designated journal(s)" means
Journals listed In § 510.95 and §310.9
of this chapter.
§ 510.4 Biologics; products subject to

license control.
An animal drug produced and distrib-

uted in full conformance with the ani-
mal virus, serum, and toxin law of
March 4, 1913 (37 Stat. 832: 21 U.S.C.
151 et seq.) and any regulations issued
thereunder shall not be deemed to be
subject to section 512 of the Federal
Food, Drug, and Cosmetic Act.
§510.5 Certification of new animal

drugs containing any kind of peni-
cillin, streptomycin, chlorietracycline,
chloramphenco, or bacitracin, or
derivative thereof.

(a) New animal drugs subject to the
provisions of section 512(n) of the act,
New animal drugs that contain or pur-
port to contain any kind of penicillin,
streptomycin, chlortetracycline, chlor-
amphenicol, bacitracin, or derivative
thereof shall conform to:

(1) The specifications included in ap-
plicable monographs published pursuant
to section 512(n) of the act, and

(2) The conditions of use specified
in regulations published pursuant to sec-
tion 512(1) of the act.

(b) New animal drugs subject to the
provisions of section 512(n) of the act
'and intended for use as components of
animal feed. Penicillin, streptomycin,
chlortetracycline, bacitracin, feed grade
bacitracin, feed grade manganese bac-
tracn, feed grade zinc bacitracin, and
bacitracin methylene disalicylato in-
tended for use solely in the manufacture
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of one or more of the medicated animal
feeds. described in Part 558 of this chap-
ter, and conspicuously so labeled, shall be
exempt from the certification require-
ments of section 512(n) of the act if its
manufacturer, packer, or distributor:

(1) Holds an approval for such a drug
as published in accordance with section
512(1) of the act; and

(2) Holds an effective permit from
the Commissioner- issued under the pro-
visions of § 433.13 of this chapter au-
thorizing shipment for manufacturing
use to such establishment.
(c) Animal feeds subject to the provi-

.sons of section 512(m) of the act and
bearing or containing a new animal drug
subject to the Provisions of section 512
(n). An animal feed that bears or con-
tains or purports to bear or contain pent-
cillin, streptomycin, chlortetracycline, or
bacitracin, or any derivative thereof,
shall be exempted from the requirements

" of section 512(m) of the act in accord-
ance with the conditions specified in ap-
plicable regulations published In Part
558 of this chapter. -
§ 510.6 New animal drugs; transitional

provisions re section 512 of the act.
(a) -Section 512 of the Federal Food,

Drug, and Cosmetic-Act was enacted on
June 13, 1968, to become effective Au-
gust 1, 1969. by the Animal Drug Amend-
ments of 1968 (Public Law 90-399).

(b) The provisions of the Animal Drug
Amendments of 1968 require extensive
revisions to existing regulations.

(c) Such regulations will be published
at an early date in the FERAL REGIS=.
An opportunity for comment by inter-
estedparties will be provided.

(d) Pending promulgation of the
necessary regulations under section 512
of the act. the currently used Form FD
356-Rev. 1965, Form 5, and Form FD-
1800 will be acceptable as a basis for ap-
proval of applications of new hnlmal
drugs and feeds containing new animal
drugs under the provisions of section 512
provided that such applications include:

(1) A practicable method- of analysis
for determining the quantity, If any. of
any substance In or on food resulting
from the use of a new animal drug.
, (2) The conditions and indications

for use of the new animal drug, includ-
Ing any proposed tolerance or withdraw-
al period or other me restrictions for
such drug required in order to assure
that the proposed use of the drug will

- be safe, and if the new animal drug is
intended for use in animal feed. appro-
priate purposes and conditions of use
(including special labeling requirements
applicable to any animal feed in which
the drug is to be approved)..
1 (3) Applications submitted in the
Form- FD-1800 shall in lieu of the in-
forrfiation required by section I include a
reference to the regulation in Subpart C
of Part.121 of this chapter upon which
the application relies as a basis for ap-
pFoval of thi application with respect to
the use of a new animal drug in feed
and the name and address of the sup-
plier of the new animal drug.

(e) A new animal drug intended for
use in the manufacture of animal feed
shall be deemed to be unsafe unless at
the time of Its removal from the estab-
lishment of a manufacturer, packer, or
distributor of such drug, such manu-
facturer, iiacker, or distributor has an
unrevoked written statement from the
consignee of such drug or a notice from
the Food and Drug Administration to
the effect that with respect to the use of
such drug in animal feed, the consignee:

(1) Is the holder of an approved Form
FD-1800; or

(2) Will, if the consignee Is not a user
of the-drug, ship such drug only to a
holder of an approved Form FD-1800.
An unrevoked written notice that a new-
drug application, supplemental new-drug
application, antibiotic Form 10, or Form
FD-1800 has been approved for such use
of the drug in animal feed meets this
requirement.

(f The requirements of section 512
of the act shall apply with regard to
approval, refusal to approve, and revo-
cation of applications with respect .to
new animal drugs and feeds containing
new animal drugs. All prior approvals of
new-drug applications, supplemental
new-drug applications, master files,
Form FD-1800, and antiblotic Forms 5,
6. and 10, and food additive regulations
for such drugs and feeds containing such
drugs shall remain in effect until with-
drawn or suspended under provisions of
section 512 of the act.

(g) The regulations Included In Sub-
parts C and D of Part 12f of this chapter
remain in effect until they have been In-
corporated as regulations under section
512(0) of the act or have been amended
or revoked as provided In paragraph (f)
of this section.
§ 510.7, Consignees of new animal drugs

for use in the manufacture of animal
feed.

(a) A new animal drug Intended for
use in the manufacturd of animal feed
shall be deemed to be unsafe unless at
the time of Its removal from the estab-
lishment of a manufacturer, packer, or
distributor of such drug, such manufac-
turer, packer, or distributor has an un-
revoked written statement from the con-
signee of such drug, or a notice from the
Secretary, to the effect that.with respect
to the use of such drug in animal feed
the consignee:

(1) Is the holder of an aploroved ap-
plication under § 514.2 of this chapter;
or

(2) Will, f the consignee is not a user
of the drug. ship such drug only to a
holder of an approved application under
§ 514.2 of this chapter.

(b) The requirements of paragraph
(a) of this section do not apply:

.(1) Where such drugs are intended
for export and/or

(2) Whien the use of such drug In the
manufacture ofa finished feed has been
exempted from the requirements of sec-
tion 512(m) of the act under the condi-
tions specified by regulations published
in Part 558 of this chapter.

§ 510.45 Packaging requirements -for
drugs for animal use.

The packaging requirements for anti-
biotic drugs for veterinary use are de-
scribed under § 432.1 of this chapter
except that antibiotic druds for -veteri-
nary use need not be packaged for dis-
pensing in containers of colorless, trans-
parent glass.
§ 510.55 Labclingrequirementsforanti-

biotic drugs for animal use.
If an antibiotic drug Is subject to sec-

tion 512(n) of the act and packaged for
dispensing:

(a) It shall be labeled In accordance
with the 'requirements prescribed by
§ 201.105 of this chapter and each pack-
age shall include information containing
directions and warnings adequate for the
veterinary use of the drug by the laity
In lieu of the statement "Caution: Fed-
eral law restricts this drug to use by or on
the order of a licensed veterinarian" (as
provided in § 201.105(b) (1) of this chap-
ter) unless such statement is required by
regulations issued under section 512 (1) of
the act.

(b) Its labeling shall bear any addi-
tional information required for the drug
by specific regulations.

(c) Each package shall bear on its
outside wrapper or container and the im-
mediate container an expiration date
prescribed for the drug as provided in
§ 432.5 (a) (3) of this chapter with the
exception provided In § 432.5(c) of this
chapter.

(d) If It is intended for udder instilla-
tion in cattle, It shall be exempt from the
requirements of § 201.105(b) (5) 'of this
chapter.
(Sec. 507, 69 Stat. 468 as amended (21
U.S.C. 357).)
§ 510.95 Designated journals.

The following journals, in addition
'to those listed in § 310.9 of this chapter,
are. available to the Food and Drug Ad-
ministration and thus permit tviavlng of
the submission of reprints and summa-
ries covering reports contained In these
journals to the extent that such require-
ments are waived in the regulations In
this part:
All Pet's Magazine (Jersey City).
American Journal of Veterinary Research

(Chicago).
Animal Health (Journal of the Animal

Health Trust) (London).
Animal Nutrition & Health (Sausalito.

Calif.).
Animal Production (Edinburgh).
Avian 1isases (Amherst).
British Poultry Science (Edinburgh).
Canadian Journal of Comparative Mediclue

and Veterinary Science (Gardenvale, Que-
bec).

Canadian Veterinary Journal (Guelph, On-
tario).

Cornell Veterinarian (Ithaca).
Experimental Parasltology (New York).
Tihe Feed Bag (M1lwaukee).
Feedstuffs (Minnespolts).
Hoard'!s Dairyman (Fort Atkinson).
Journal of the American Veterinary Medical

Assoclatlon (Chicago).
Journal of Animal Science (Albany).
Journal of Dairy Science (Champaign).
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Journal of Economic Entomology (Balti-
more).

Journal of Small Animal Practice (London).
Modern Veterinary Practice (formerly North

American Veterinarian) (Wheaton, Il.).
National Rog Farmer (Grundy Center, Iowa).
New Zealand Veterinary Journal (Welling-

ton).
Poultry Science (Guelph, Ontario).
Praktische Ticrarzt (Postfach, Germany).
Research in Veterinary Science (Chicago).
Small Animal Clinician (Kansas City, Mo.).
Voterinaermedlzin (Konstanz, Germany).
Veterinarian (London).
Veterinarian (International) (New York).
The. Veterinary Bulletin (Farnham Royal,

England).
Veterinary Medicine (Kansas City Mo.).
Veterinary Record (Croydon, England).
Zentralblatt Fuer Veterinaermedlzin Zentr.

Veterinaermed (Berliln.
Subpart B-Specific Administrative

Rulings and Decisions
§ 510.105 Labeling of drugs for use in

milk-producing animals.
(a) Part 540 of this chapter provides

for new animal drugs intended for in-
tramammary use in animals and includes
conditions of use intended to prevent
the contamination of milk from the use
of such drugs.

(b) Preparations containing antibi-
otics and other potent drugs labeled with
directions for use in milk-producing an-
Imals will be misbranded under section
502(f) (2) of the act unless their label-
ing bears appropriate warnings and di-
rections for use to avoid adulteration of
milk under section 402(a) (2) (D) of the
act.

(c) It is the position of the Food and
Drug Administration that the labeling
for such preparations should bear a clear
warning that either:

(1) The article should not be admin-
istered to animals producing milk,-since
to do so would result in contamination
of the milk; or

(2) The label should- bear the warn-%
ing, "Milk that has been taken from
animals during treatment and within

------ hours ( ---- milkings) after
the latest treatment must not be used
for food," the blanks to be filled in with
the number of hours (not to exceed 96)
and milkings that the manufacturer has
determined by appropriate investigation
is needed to insure that the milk will not
carry residues resulting from use of the
preparttion. If the use of the prepara-
tion as recommended does not result in
contamination of the milk, neither ofthe
above warning statements is required.
§ 510.106 Labeling of antibiotic and

antibiotic-containing drugs intended
for use in milk-producing animals.

Whenever the labeling of an antibiotic
drug included in the regulations in this
chapter suggests or recommends its use
in milk-producing animals, the label of
such drugs shall bear either the state-
ment "Warning: Not for use in animals
producing milk, since this use will result
in contamination of the milk" or the
statement "Warning: Milk that has been
taken from animals during treatment
and for -- hours (--- milkings) after
the latest treatment must not be used

for food", the first blank being filled In
with the figure, which shall not be
greater than 96, that the Commissioner
has authorized the manufacturer of the
drug to use, and the second figure shall
be the first number divided by 12. The
Commissioner shall determine what such
figures shall be from information sub-
mitted by the manufacturer and which
the Commissioner considers is adequate
to prove that period of time after the
latest treatment that the milk from
treated animals will contain no residues
from use of the preparation. If the
Commissioner determines from the in-
formation submitted that the use of the
antibiotic drug as recommended does not
result -in its appearance in the milk, he
may exempt the drug from bearing either
of the above warning statements.
(Sec. 507, 59 Stat. 463 as amended (21
U.S.C. 357).)
§ 510.110 Antibiotics used in food-pro-

ducing animals.
(a) The Food and Drug Administra-

tion in the interest of fulfilling its re-
sponsibilities with regard to protection
of the public health has requested an
evaluation of the public health aspects
of the use of antibiotics in veterinary
medical and nonmedical uses. There is
particular concern with regard to the
potential hazards associated with the
extensive use of antibiotics administered
to food-producing animals. Accordingly,
an ad hoc committee on the Veterinary
Medical and Nonmedical Uses of Anti-
biotics was established by the Food and
Drug Administration to study and advise
the Commissioner of Food and Drugs on
the uses of antibiotics in veterinary
medicine and for various nonmedical
purposes as such uses may affect the
enforcement of the Federal Food, Drug,
and Cosmetic Act with respect to their
safety and effectiveness.

(b) Based upon an evaluation of the
conclusions of said Committee and other
relevant material, § 510.112. was pub-
lished in the FEDERAL REGISTER of August
23, 1966 (31 FR 11141), asking sponsors
of drugs containing any antibiotic in-
'tended for use in food-producing ani-
mals to submit data to establish whether
such antibiotic and its metabolites are
present as residues in edible tissues, milk,
and eggs from treated animals. The data
on the residues of antibiotics in milk
from intramammary infusion prepara-
tions were requested within 60 days and
the data on all other products were re-
quested within 180 days following the
date of publication of § 510.112 in the
FEDERAL REGISTER.

,(c) An evaluation of the data now
available shows that use of many anti-
biotic preparations cause residues in
edible products of treated animals for
varying and, In some cases, for long
periods of time following the last ad-
ministration. Because of the accumula-
tion of new information with regard to
the development of resistance of bacteria
to antibiotics, the ability of bacteria to
transfer this resistance, and the develop-
ment of sensitivity to antibiotics In

humans, unauthorized and unsafe resi-
dues of, antibiotics cannot be permitted
in food obtained from treated animals,

(d) Based on evaluation of informa-
tion available, including the conclusions
of the aforementioned ad hoc Committee,
the Commissioner concludes that anti-
biotic preparations intended for use in
food-producing animals, other than
topical and ophthalmic preparations, are
not generally recognized among qualified
experts as having been shown to be safe
for their intended use(s) within the
meaning of section 201 (s) of the Federal
Food, Drug, and Cosmetic Act.

(e) Therefore, all exemptions from
the provisions of section 409 of the act
for use of antibiotics in food-producing
animals based on sanctlonsror approvals
granted prior to enactment of the Food
Additives Amendment of 1958 (Public
Law 85-929; 72 Stat. 1784) will be re-
voked and the uses which are concluded
to be safe will be covered by food additive
regulations. On those products for which
there are inadequate residue data, ac-
tions will be initiated to amend or revoke
antibiotic regulations under the provi-
sions of section 507 of the act, or to with-
draw approval of new-drug applications
under the provisions of section 505 of the
act. Antibiotic preparations, other than
those for topical and ophthalmic appli-
cation in food-producing animals, which
are not covered by food additive regula-
tions will be subject to regulatory action
within 180 days after publication of the
forthcoming revocation order.

(f) Because of the variation in the
period of time that antibiotic residues
may remain in edible products from
treated animals, all injectable, intra-
mammary infusion, intrauterine, and
oral preparations (except certifiable
antibiotics), including medicated pre-
mixes intended for use in food-producing
animals, are deemed to be new drugs as
well a' food additives. An Antibiotic
Form 6 (see § 431.50 of this chapter) will
be required for all medicated premLixes
containing certifiable antibiotics.
(See. 409, 505, 507, 52 Stat. 1052, as amended,
59 Stat. 463. as amended. 72 Stat. 17PS et seq.,
as amended; 21 U.S.C. 348, 355, 357)

§ 510.112 Antibiotics used in veterinary
medicine and for nonmedical pur-
poses; required data.

(a) An ad hoc committee, Committee
on the Veterinary Medical and Nonmedi-
cal Uses of Antibiotics, was formed by
the Food and Drug Administration to
study, and advise the Commissioner on,
the uses of antibiotics in veterinary
medicine and for various nonmedical
purposes as such uses may affect the en-
forcement of the Federal Food, Drug,
and Cosmetic Act with respect to the
safety and effectiveness of such sub-
stances. A copy of the report may be
obtained from the Food and Drui Ad-
ministration, Office of the Assistant
Commissioner for Public Affairs, 5600
Fishers Lane, Rockville, MD 20852.

(b) On the basis of the report of the
Committee and other information, spon-
sors of drugs containing any antibiotic

FEDERAL REGISTER, VOL. 40, NO. 60-THURSDAY, MARCH 27, 1975

13810



RULES AND REGULATIONS

intended for use in food-producing ani-
mals shall submit data for determining
whether or not such antibiotics and their
metabolites are present as residues in
edible tissues, milk, and eggs from
treated animals; however, in the case of
a drug for which such data have already
been submitted and for which a regula-
tion has been promulgated under section
409 of the act, only such data as has been
accumulated since the Issuance of the
regulation need be submitted.

(c) Th& required data shall be sub-
mitted within 180 days of the date of
publication of this section in the FDERAL
REGISTER; except that'in the case of data
on intranmamary infpslon preparations,
the data shall be submitted within 60
days of such publication. Data demon-
strating the absence in milk of residues
of intramammary infusion preparations
,when used as directed in their labeling
are needed within the 60-day period be-
cause of the importance of nilk in the
human diet.

(d) Regulatory proceedings Including
revocation of prior, $anctons, or actions
to suspend or amend new drug or antibi-
otic approvals granted prior to passage
of the Food Additives Amendment of
1958 (72 Stht. 1784), may be initiated
with regard to the continued marketing
of any antibiotic preparation on which
the required information is not submitted
within the period of time prescribed by
paragraph (c) of this section.

-(e) Questions relating to the accepta-
-bility of pioposed research protocols and
assay methods - for determining the
amount of antibiotic r6sidues in food
should be directed to the Director, Bu-
reau of Veterinary Medicine, Food and.
Drug Administration, 5600 Fishers Lane,
Rockville, MD 20852.
(Sees. 409. 505. 507. 52 Stat. 1052. as amended,
59 Stat. 463. as amended, 72 Stat. 1785; 21
U.S.C. 348, 355, 357)
§510.120 Suspension of approval of

new,-drug applications for certain di-
ethylstilbestrol and diethylstilbestrol-
containing drugs.

In the matter of suspension of approval
of New-Drug Application Nos. 7175, 7310,
8254, 9105, 9506, 9532, 11121: [Mattox and
Moore, Inc., Indianapolis, IN; Vineland
Poultry Laboratories, Vineland, NJ; George
N. Bell Co., Indianapolis, IN, respondents
(FDC-D--49, 50, and 55) ].

Following the public hearing held In the
above-identified -matter, beginning on April
25, 1960, and finally terminating on June 17,
1960, and issuance of tentative findings of
fact, conclusions of law and facts, and tenta-
tive order, the Commissioner of Food and
Dtugs on December 15, 1961. issued final
findings of fact, conclusions of law and facts
and a final order. This final order concluded
that all the products involved were unsafe
within the meaning of section 505(e) of the
Federal Food, Drug, and Cosmetic Act, in
that the drug diethystilbestrol Is capable of
producing and has produced cancer in ini-
mals and that this drug may be expected to
produce, excite or stimulate the growth of
certain cancers in human beings.

This final order was appealed to the U.S.
District Court for the District of New Jersey,
pursuant to the then effective provisions of
section 505 (h). of the Federal Food, Drug, and
Cosmetic Act (21 *U.S.C. 355(h)). On Au-

gust 20, 1964, this Court set aside this final
order and remanded the case to the Food and
Drug Administration with directions to re-
consider the case In conformity with the
opinion of the Court. (Goldhaft et al. t/a
Vineland Poultry laboratories v. George P.

-Larrick, et al.; Civil Action No. 122-62.)
Pursuant to the above-described opinion

and order of the Court this case has been
reconsidered.

Based on the substantial evidence of rec-
ord, and pursuant to sectlon 505(e) of the act
(21 U.S.C. 355(e)) and Part 310 of Title 21
of the Code of Federal Regulations.

It is ordcred, That:
1. New-Drug Application 7175, covering the

drug "Tend-A-Wato," filed by MattoX &
Moore, Inc., be. and is hereby suspended.

2. New-Drug Application 9532, covering
the drugs "Tend-A-Wato 537." "Tend-A-Wate
539," and "Tend-A-Wate 545," Med by Mat-
tox & Moore, Inc., be, and is hereby sus-
pended.

3. New-Drug Application 7310, covering the
drug!"Tenderettes," filed by Vineland Poultry
Laboratories, be, and Is hereby suspended.

4. New-Drug Application 9105, covering
the .drug "Caponade," filed by Vineland
Poultry Laboratories, be, and Is hereby sus-
pended.

5. New-Drug Application 11121, covering
the drug "Stilboserts," filed by George N.
Bell, Manufacturing Chemists, be, and Is
hereby suspended.

6. New-Drug Application 8254. covering
the drug "No-Brood," filed by Mattox and
Moore, Inc., be, and Is hereby suspended.

7. New-Drug Application 9506. covering
the drug "Anti-Brood," fied by Vineland
Poultry Laboratories, be, and is hereby sus-
pended.

(Sees. 505(e). 701(a), 52 Stat. 1053, 1055;
76 Stat. 782; (21 U.S.C. 355(e). 371(a)).)

Subpart C-.Exportation of New Animal
Drugs

§ 510.200 Export of new aninml drug.
Before a new animal drug or an ani-

mal feed bearing or containing a new
animal drug may be exported, It must
comply with the regulations promulgated
under section 512 of the act,

Subpart D-Records and Reports
§ 510.300 Records and reports concern-

ing experience with new animal drugs
for which an approved application is
in effect.

'(a) On receiving notification that an
application submitted pursuant to
§ 514.1 of this chapter for a new animal
drug Is approved, the applicant shall
establish and maintain such records and
make such reports as are specified in this
section to facilitate a determination as to
whether there may be grounds for sus-
pending or withdrawing approval of the
application or whether any applicable
regulation should be amended or re-
pealed. The applicant shall maintain
adequately organized and indexed files
containing full reports of information
pertinent to the safety or effectiveness
of the new animal drug that have not
previously been submitted as part of his
application for the drug and which are
received or otherwise obtained by him
from any source, as follows:

(1) Unpublished reports of clinical or
other animal experience, studies, investi-
gations, and tests conducted by the appUl-

cant or reported to him by any person
involving the new animal drug that is the
subject of the application or any re-
lated drugs. An adequate summary and
bibliography of reports.n the scientific
literature would ordinarily suffice. (The
application must Identify at the time of
each report submission, each drug he
considers related to the subject drug.)

(2) Experience, investigations, studies,
or tests involving the chemical or physi-
cal properties or any other properties of
the new animal drug, such as its be-
havior or properties In relation to micro-
oganisms, including both the effects of
the drug on microorganisms and the
effect of microorganism on the drug.

(3) For information required by this
section, adequate Identification of its
source, when known, including the. name
and post office address of the person who
furnishes such information.

(4) Copies of all mailing pieces and
other labeling, and, if It is a prescription
new animal drug, all advertising other
than that contained in the application
used in promoting the drug, and copies
of the currently used package labeling
that gives full information for use of the
drug whethe or not such labeling is con-
tained In the application.

(5) Information concerning the quan-
tity of the new animal drug distributed
in a manner and from that facilitates
estimates of the incidence of any adverse
effects reported to be associated with the
use of the drug. This does not require
disclosure of financial, pricing, or sales
data.

(6) Information concerning any pre-
viously unreported changes from the
conditions described in an application
conforming to the conditions of § 514.8
(a) (5) ofthischapter.

(b) The applicant shall submit to the
Food and Drug Administration copies of
the records and reports described in
paragraph (a) of this section, except
routine assay and control records, ap-
propriately Identified with the new ani-
mal drug application(s) to which they
relate. as follows:

(1) Immediately upon receipt by the
applicant, complete records or reports
covering information of the following
kinds:

(U) Information concerning a mixupi in
the new animal drug or Its labelngvith
another article.

(U) Information concerning any bac-
teriological or significant physical or
other change or deterioration in the new
animal drug, or any failure of one or
more distributed batches of the drug to
meet the specifications established for it
in the new animal drug application.

(2) As soon as possible, and in any
event within 15 working days of its re-
ceipt by the applicant, complete records
of reports concerning any information of
the following kinds:

U1) Information concerning any un-
expected side effects, injury, toxicity, or
sensitivity reaction or any unexpected
incidence or severity thereof associated
with clinical use, studies, investigations,
or tests, whether or not determined to
be attributable to the new animal drug,
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except that this requirement shall not reports established and maintained un-
apply to the submission of information der the provisions of this section.
described in a written communication to (d) If the Food and Drug Administra-
the applicant from the Food and Drug tion finds that the applicant has failed
Administration as types of information to establish a system for maintaining
that may be submitted at other desig- required records or has repeatedly or
nated intervals. "Unexpected" as used in deliberately failed to maintain such rec-
this subdivision refers to conditions or ords or to make required reports in ac-
developments not previously submitted cordance with the provisions of this
as part of the new animal drug applica- section,_or that the applicant has refused
tion, or conditions and developments to permit access to or copying of, or
occurring at a rate higher than that verification of such records or reports.
shown by information previously sub- the Commissioner shall give the appli-
mitted as part of the applicatio. cant notice and opportunity for a hear-
. (it) Information concerning any un- ing on the question of whether to with-.
usual-failure of the pew animal drug to draw the approval of the application, as
exhibit its expected pharmacological provided in § 514.200 of this chapter.
activities. (e) Upon written request of the ap-

(3) When mailing pieces, any other plicant stating reasonable grounds
labeling, and advertising are devised for therefor, the Commissioner will make
Spromotion of the new animal drug, spec- available any information in possession
linens shall be submitted at the time of of the Food and Drug Administration of
initial dissemination of such labeling the kinds the applicant is required to
and at the time of initial publication of maintain under the provisions of this
any advertisement for a -prescription section, except information readily
drug. Mailing pieces and labeling de- available to the applicant from other
signed to contain samples of a arug shall sources or information which the Com-
be complete except for the omission of missioner concludes is coftfidential.
the drug. (f) The "applicant" required to estab-

(4) All the kinds of information de- lish and maintain records and make re-
scribed in paragraph (a) of this section, ports required by this section includes
other than that submitted under the any person whose name appears on the
provisions of paragraph (b) (1), (2), and labeling of the drug as its manufacturer.
(3) of this section, shall be submitted packer, or distributor under an approval
as follows unless otherwise ordered in or who is engaged in the manufacturing,
a written communication from the processing, packing, or labeling of the
Commissioner: drug under an approval of the new" ani-

(I) At intervals within 6 months be- mal drug application or, any supplement
ginning with the date of approval of the to it; however, to avoid unnecessary dup-
new animal drug application during the _lcation in the submission of reports, any
first year following such date, and at such applicant's obligation, to submit a
yearly intervals thereafter, report may be met by its submission on

(i) Whenever an applicant is required his behalf, designated as such, by an-
to submit reports under the provisions other person responsible for reporting..
of paragraph (b) (4) (1) of this section § 510.301 Records and reports concern-
with respect to more than one approved ing experience with animal feeds
application for preparations containing bearing or containing new animal
the same new animal drug so that the drugs for which an approved appli-
same Item(s) of information is (are) cation is in effect.
required to be reported for more than
one application, he may elect to submit Records and reports of clinical and
as a part of the report for one such other experience with the new animal
application all the information common drug will be maintained and reported,
to such applications in lieu of reporting appropriately identified with the new
separately and repetitively on each. The *animal drug application (s) to which they
applicant shall state when this is done relate, to the Bureau of Veterinary Medi-
and Identify all the new animal drug cine in duplicate in accordance with the
applications for which the reports are following:
submitted. (a) Immediately upon receipt by the

(III) The submitted copies of records applicant, complete records or reports
and reports shall include all the re- covering information of the following
quired information that was received or kinds:
otherwise obtained by the applicant dur- - (1) Information concerning any mixup
ing the designated intervals, i the new animal drug or its labeling

(5) On written order of the Commis- with another article.
sioner, within the time stated in. such (2) Information concerning any bac-
order or agreed to by the applicant and teriological, or any significant chemical,
the Commissioner, any designated rec- physical, or other change or deteriora-ords or reports. containing the kinds of tion in the drug, or any failure of one orinformation described in this sectofr more distributed batches of the drug to
shall bedsubmitted. meet the specifications established for

(c) The applicant shall, upon request it in the new animal drug application.
of any Properly authorized officer or em- (b) As soon as Possible, and in any

event within 15 working days of Its re-
ployee of the Department at reasonable ceipt by the applicant, complete records
times, permit such officers to have access or reports concerning any information
to any copy and verify any records and of the following kinds:

(1) Information concerning any un-
expected side effect, Injury, toxicity, or
sensitivity reaction or any unexpected
incidence or severity thereof associated
with clinical uses, studies, investigations,
or tests, whether or not determined to be
attributable to the new animal drug,
except that this requirement shall not
apply to the submission of information
described in a written communication to
the applicant from the Food and Drug
Administration as types of information
that may be submitted at other desig-
nated intervals. "Unexpected" as used
in this subparagraph refers to conditions
or development. not previously submitted
as part of the new animal drug applica-
tion or not encountered during clinical
trials of the drug, or conditions or de-
velopments occurring at a rate higher
than shown by information previously
submitted as part of the new animal drug
application or at a rate higher than en-
countered during such clinical trials.

(2) Information concerning any un-
usual failure of the new animal drug to
exhibit its expected pharmacological
activity.
§ 510.302 Reporting forms.

(a) The information described in
§ 510.300 except that described in para-
graph (b), (1), (2), and (3) of that sec-
tion shall be submitted appropriately
identified with the new animal drug ap-
plication(s) to which they relate in dupli-
cate on Form FD-2301 "Transmittal of
Periodic Reports and Promotional Ma-
terial for New Animal Drugs."

(b) All adverse experiences with new
animal drugs as described In §§ 510,300
(b) (2) or 510.301(b) whether or not re-
lated to a required periodic report sub-
mitted on a .Form FD-2301, shall be re-
ported on Form FD-1932 "Adverse Drug
Reaction" (except ab provided In para-
graph (c) of this section). Reports of
adverse drug experiences may be sub-
mitted initially in the form of a written
communication, but any such communi-
cation shall be followed promptly (but
not necessarily within the prescribed 15
working days) by a completed Form D-
1932. A separate "Adverse Drug Reac-
tion" form should be submitted for each
patient where feasible.

(c) In lieu of Form FD-1932 the
holder of an approved new animal drug
application may submit (1) a com-
puterized report if the information con-
tained therein and the sequence in which
it Is presented are equivalent to that re-
quired by Form FD-1932 and the report
Is submitted in duplicate. Such reports
will require initial approval by the Food
and Drug Administration prior to uso;
and

(2) Copies of reports of reactions
appearing In the published scientific
literature may be submitted.

(d) Forms FD-1932 and FD-2301, with
instructions for their use. may be ob-
tained from the Food and Drug Admin-
Istration. Department of Health, Educa-
tion. and Welfare, Bureau of Veterinary
Medicine, 5600 Fishers Lane, Rockville,
MD 20852.
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§-510.310 Records and reports on new by any person subject to his control.
animal drugs and antibiotics for use Such records shall show the date and
in animals for which applications or quantity of each such shipment or de-
certification Forms 5 and 6 became livery and the name and post-ofice ad-
effective or were approved prior to dress of the person to whom such ship-
June20,1963. ment or delivery was made, and shall be

(a) Each applicant for whom a new kept for not less than 3 years after such
animal drug application or supplement 'date.
for a drug for use in animals becsume (b) Upon the request of any officer or
effective or was approved at any time employee of the Food and Drug Adminis-
prior to June 20, 1963, each person hold- tration, or of 'any other officer or em-
ing an approved Form 5 or 6 for an anti- ployee of the United States acting on
biotic drug for use in animals at any time behalf of the Secretary, the person to
prior to June 20, 1963, and each person whom a certificate Is Issued shall at all
who has been manufacturing and/or reasonable hours make such records
marketing a product deemed approved available to any such officer or employee
under § 510.510 and 510.515, shall sub- and shall accord to him full opportunity
mit in duplicate the following informa- to make inventory of stocks of such
tion for each dosage form within 90 days batch on hand and otherwise to check
from the effective date of this section: the correctness of such records.

(1) Identification of the dosage form Subpart E-Requirements for Specific
of the new animal drug by its established New Animal Drugs
and proprietary names, if any, the for-
mula showing quantitatively each ingre- § 510.410 Corticosteroids for oral, in-
dient of the drug to the extent disclosed jectable, and intramammary use in
on the label (a copy of the labelmill or- animals; warnings; labeling require-
dinarily fulfill this requirement), the ments. I
route of administration, and the new ani- (a) The Food and Drug Administra-
mal drug or other identification or ap- tion has received reports concerning side
plIcation fjumber. effects associated with the oral, injecta-

(2) Whether the new animal drug was ble, and Intramammary use of cort-
marketed and-whether It Is currently costeroid drugs in animals. The use of
marketed. - these drugs has resulted In premature

(3) If the new animal drug was mar- parturition when administered during
keted and marketing has been discon- the last trimester of pregnancy. Prema-
tinued, the date and reason for discon- ture parturition may be followed by
tlnuifg Its marketing. dystocia, fetal death, retained placenta,

Tb) Such reports shall be addressed to and metritis. These drugs, unless they
the Department' og Health, Education. are Intended for intramammary use are
and Welfare, Eood and Drug Adminis- required to carry the veterinary prescrip-
tration, Bureau of Veterinary Medicine tion legend and are subject to the label-
(HV-1), 5600 Fishers Lane, Rockville, ing requirements of § 201.105 of this
MD 20852, and shall be distinctly marked chapter.
"New Animal Drug (or Antibiotic) Re- (b) In view of these potentially serious
port," together with the applicable new side effects, the Commissioner of Food
animal drug application number, anti- and Drugs has concluded that the label-
biotic account number, or other Identi- ing on or within the package from which
flcation on the envelope, the product is to be dispensed, and any

(c) Reports showing that a new ani- other labeling furnishing or purporting
mal drug was not marketed or has been to furnish information for the use of
discontinued may be followed by publi- these preparations, should bear con-
cation in the FEDERA REGISR of a no- spicuously;
tice of a proposal to withdraw approval (1) If subject to the labeling require-
of such application, on any of the merits of § 201.105 of this chapter the
grounds specified in section 512 of the
act, giving any interested person who following warning statement:
would be adversely affected by such an Warning: Clinical and experimental data
order an opportunity to respond and have demonstrated that corticosterolds ad-
avail himself of a hearing prior to the ministered orally or by Injection to animals
issuance of such order. This -will allow may Induce the first stage of parturition

rAnimal 'when administered during the last trimesterany person distributing a new a of pregnancy and may precipitate premature
drug that was covered by an application parturition followed by dystocla, fetal death,
held by a person who did not market the retained placenta, and metritis.
drug or who has abandoned marketing
of the drug an opportunity to show (2) If Intended for intramammary
cause why approval of the application -use, the following warning statement:
should not be withdrawn and why mar- Warning: Studies have demonstrated that
keting of the drug should not be corticosteroids may cause abortion or pre-
discontinued. mature birth'when given during the last

third of pregnancy and also may lead to
§ 510.350 Records of distribution of difficulty In giving birth, death of fetus, re-

animal 'drugs subject to section tained afterbirth and infection of the uterus.
512 (n) of the act. Therefore, to prevent these side effects, this

preparation should not be administered dur-
(a) The person who requested certifl- ing the last third of pregnancy.

cation shall keep complete records show-
ing each shipment and other delivery The label revisions described above
(including exports) of each certified should be placed Into effect at the earlest
batch or part-thereof by such person or possible time and may be implemented

without prior approval as provided for
in § 514.8 (d) and (e) of this chapter.
(c) Approved new animal drug appil-"

cations which have not been supple-
mented In accordance with paragraph
(b) of this section within 60 days follow-
Ing the date of publication of this state-
ment of policy In the FDRAL R s
will be subject to provisions of section
512(e) of the Federal Food, Drug, and
Cosmetic Act.
§ 510.440 Injectable iron preparations.

There has been an increasing Interest
In the use of injectable iron compounds
for the prevention or treatment of iron-
deficiency anemla In animals. Although
some such preparations have been shown
to be safe, such articles are regarded as
new ahal drugs within the meaning of
the Federal Food. Drug. and Cosmetic
Act. Accordingly, an approved new ani-
mal drug application is required prior to
the marketing of such preparations
within the jurisdiction of the act. In ad-
dition to the need for demonstrating the
safety of such articles, the labeling of
.such preparations should not only recom-
mend appropriate dosages of Iron but
also declare the amount (in milligrams)
of available iron (Fe) per milliliter of
the subject product.
§ 510.450 Sulfonamide-containing drugs

for oral, injectable, intramammary,
or intrauterine use in food-producing
animals.

(a) The Commissioner of Food and
Drugs announced in the Fzur Rrnrs-
Tza of October 23, 1970 (35 FR 16538)
the need for additional Information re-
garding the labeling and residues of sul-
fonamide-contaninig drugs as follows:

(1) New information available to the
Commissioner of Food and Drugs has
shown that, under certain circumstances
where food-producing animals have been
treated with oral or parenteral sulfona-
mide-containing drugs, sulfonamide resi-
dues may be detected In the edible prod-
ucts of such animals when they are
slaughtered within 10 days of the last
treatment.

(2) The presence of sulfonamide resi-
dues in food constitutes an adulteration
within the meaning of section 402(a) (2)
(D) of the adt In the absence of a toler-
ance for such residues established pur- "
suant to section 512(1) of the act.

(3) To assure that edible products
from treated animals are safe for human
consumption, the labeling of prepara-
tions which contain sulfonamide drugs
intended for oral or parenteral use and
which are not the subject of a regulation
providing for such use shall bear:

(i) A statement that the use of the
drug (other than use in chickens) must
be discontinued 10 days before treated
animals are slaughtered for food; or

(i) A statement of withdrawal period
which has been established based upon
data submitted to the Commissioner and
found satisfactory for the elimination of
drug residues from edible products.

(4) It has been concluded that, be-
cause of poultry husbandry practices in
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the production of chickens, withdrawal
periods exceeding 5 days for drugs ad-
ministered continuously, are not gener-
ally practical and cannot reasonably be
expected to be followed. Therefore, it is
concluded that such sulfonamide drugs
are not to be used continuously in chick-
ens unless a withdrawal period which
does not exceed-5 days has been estab-
lished in accordance with paragraph (a)
(3) (ii) of this section.

(5) Labeling revisions required for
compliance with this paragraph were to
be made at the earliest possible time and,
In any case by January 21, 1971. Any such
products now' on the market and not in
compliance with this paragraph are sub-
ject to regulatory action.

(6) The labeling requirements of para-
graph (a) (3) (1) of this secton were
disclosure of any record in the NADA file
adopted as an interim measure. Sponsors
of sulfonamide-containing drugs subject
to the provisions of this section were re-
quired to submit by October 22, 1971,
adequate data to permit the establish-
ment of appropriate withdrawal periods
as required by paragraph (a) (3) (ii) of
this section.

(b) Recently available studies indicate
that the degree of thyroid response to
exposure to sulfonamide drugs should be
given greater significance in the evalua-
tion of sulfonamide toxicity and in the
determination of "no-effect" levels of
the drugs in laboratory animals to sup-
port the establishment of tolerances for
negligible residues of sulfonamides, in
edible products from treated animals.

(c) The Commissioner has concluded
that because of questions raised regard-
ing sulfonamide toxicity there is a need
to facilitate a determination of whether
there are grounds to invoke section'512
(e) of the act regarding the continued
use of these sulfonamide-containing
drugs. Therefore, it has been concluded
that sulfonamide-containing drugs for
oral, injectable, intrauterine or intra-
mammary use in food-producing animals
are new animal drugs for which ap-
proved new animal drug applications are
required. All persons or firms marketing
such drugs which are not now the subject
of an approved new animal drug appli-
cation must submit a complete new ani-
Mal drug application on or before Janu-
ary 20, 1975 for these drugs if marketing
is to continue during the interim. Any
such drug then on the market. which is
not the subject of an application submit-
ted for such drug will be deemed adulter-
ated within the meaning of section 501
(a) (5) of the act and subject to regula-
tory action. The submission of applica-
tions for sulfonamide-containing drugs
pursuant to § 558.15 (38 PR' 9811) which
were required to be submitted by July 19,
1973 will be adequate to meet the re-
quirements for submission of an appli-
cation pursuant to this section.

(d) Under the provisions of section
512(1) of the act, by July 22, 1975, each
sponsor of a new animal drug applica-
tion for a sulfonamide-containing drug
labeled for oral, injectable, intrauterine
or Intramammary use in food-producing
animals shall submit, for each such drug,
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the resilts of 90-days subacute toxicity
studies in one rodent and one non-rodent
species. The studies shall include a de-
termination of a "no-effect" level of the
drug using thyroid response as one
parameter. Protocols may be submitted
to the Food and Drug Administration for
review prior to the initiation of studies.
If an evaluation of the results of these
studies shows that existing methodology
used to establish negligible tolerances
for residues of the sulfonamide drugs in
edible tissues is not of adequate sensi-
tivity and specificity, improved method-
ology will be required. Any such drug
then on the market which is not the sub-
ject of such submitted studies will be
subject to the provisions of section 512
(e) (2) (A) of the act.

(e) New animal drug applications and
the data required by this section pursu-
ant to section 512(1) of the act shall be
submitted to the Food and Drug Admin-
istration, Bureau of Veterinary Medi-
cine, Division of New Animal Drugs,
HFV-300, 5600 Fishers Lane, Rockville,
MD 20852;
Subpart F-Animal Use Exemptions From

Certification and Labeling Requirements
AurHoRrrY: Sec. 507, 59 Stat 463 as

amended (21 U.S.C. 357).
§ 510.505 Antibiotic drugs subject to

section 512(n) of the act for fish
diseases-.

Any antibiotic drug subject to the reg-
ulations in this chapter intended for use
solely in the prevention or treatment of
disease in fish and conspicuously so la-
beled shall be exempt from the require-
ments of sections 502(1) and 507 of the
act and the certification requirements of
section 512(n) of the act if the fish so
treated are not intended for human
consumption.
§ 510.510 Antibiotic drugs for use in

medicated animal feed (antibiotic
medicated feed premixes).

Antibiotic drug premixes subject to
section 512(n) of the act shall be exempt
from the certification requirements un-
der the conditions specified in § 510.5(b).
§ 510.515 Animal feeds bearing or con-

taining new animal drugs subject to
the provisions of section 512(n) of
the at.

Animal feeds that bear or contain pen-
icillin,.streptomycin in combination with
penicillin chlortetracycline, bacitracin,
feed grade bacitracin, feed grade man-
ganese bacitracin, feed grade zinc baci-
tracin, and bacitracin methylene disali-
cylate, with or without added suitable
nutritive ingredients, are approved for,
use if they comply with the requirements
of Part 558 of this chapter 'and any
one of the following paragraphs of this
section:

(a) It Is intended for use solely as an
animal feeding supplement, it is con-
spicuously so labeled, and-it is manufac-
tured with or without one, but only one,
of the following Ingredients in a quan-
tity, by weight of feed, as hereinafter
indicated:

(1) Arsanlic acid: Not less than 0.005
percent and not more than 0.01 percent.

(2) Sodium arsanllate: Not less than
0.005 percent and not more than 0.01
percent.

(3) 3 - Nitro - 4-hydroxyphenylarsonlo
acid: Not less than 0.0025 percent and
not more than 0.0075 percent except in
chicken or turkey feed which shall con-
tain not less than 0.0025 percent and not
more than 0.005 percent.

(4) Furazolldone: 0.00083 percent.
(5) Furazolldone 0.00083 percent, with

o.r without nitrofurazone 0.0056 percent,
and/or 3-nitro-4-hydroxyphenylarsonlo
acid not less than 0.0025 percent and
not more than 0.0075 percent except In
chicken or turkey feed in which the limit
of 3-nitro-4-hydroxyphenylarsono acid
shall be not less than 0.0025 percent and
not more than 0.005 percent.

(b) It Is Intended for use In the condi-
tions set forth In any one of the follow-
ing subparagraphs of this paragraph:

(1) It Is Intended for use solely in the
prevention of coccidlosis outbreaks in
poultry flocks, Its labeling bears adequate
directions and warnings for such use,
and It contains one, but only one, of the
following ingredients in a quantity, by
weight of feed, as hereinafter Indicated:

(I) Sulfaquinoxaline: Not less than
0.0125 percent and not more than 0.025
percent:

(ii) [Reserved]
(iII) Nltrofurazone: 0.0056 percent.
(v) N'-acetyl-N'-(4-nitrophenyl) sul-

fanilamlde 0.03 percent and 3-nitro-4-
hydroxyphenylarsonic acid 0.005 percent.

(v) Furazolidone 0.00083 percent, ni-
trofurazone 0.0056 percent, with or with-
out 3 - nitro - 4 - hydroxyphenylarsonlo
acid not less than 0.0025 percent and not
more than 0.005 percent.

(2) It Is Intended for use solely In the
control of coccldlosis outbreaks In poul-
try flocks, its labeling bears adequate
directions and warnings for such use, and
It contains one, but only one, of the fol-
lowing Ingredients In a quantity, by
weight of feed, as hereinafter Indicated:

(I) Sulfaquinoxaline: Not less than
0.033 percent and riot more than 0.10
percent.

(i) [Reserved]
(ll) Nitrofurazone: 0.0056 percent.
(3) It Is intended for use solely n the

prevention of outbreaks of histomonlasls
("blackhead") in turkey flocks, its label-
Ing bears adequate directions and warn-
ings for such use, and It contains one,
but-only one, of the following ingredients
In a quantity, by weight of feed, as here-
in after Indicated:

(i) 2-Amino-5-nitrothiazole: 0.05 per-
cent.

(ii) 4-Nitrophenylarsono acid: 0.025
percent.-

(4) It Is Intended for use solely In the
control of outbreaks of histomoniasis
("blackhead") in turkey flocks, its label-
ing bears adequate directions and warn-
ings for such use, and It contains 2-
amino-5-nltrothiazole In a quantity, by
weight of feed, of 0.10 percent.

(5) It Is Intended for use solely as an
anthelmintic for poultry or swine, Its
labeling bears adequate directions and
warnings for such use, and It contains
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one, but only one, of the following in-
gredients in a quantity, by weight of feed,
as hereinafter indicated:

(i) DI-N-butyl tin dilaurate 0.07 per-
cent, nicotine 0.03 percent, and pheno-
thiazine 0.29 percent.

(ii) Nicotine 0.067 percent, pheno-
thiazine 0.60 percent, and 2,2'-dlhy-
droxy-5,5"-dichlorodiphenylmethane 0.28
percent. -

(IiI) Phenothiazine, not less than 0.3
percent and not more than 1.0 percent,
and nicotine, not less than 0.03 percent
and not more than 0.07 percent.

(iv) Phenothiazine, not less than 0.3
percent and not more than 1.0 percent.

(v) Nicotine, not less than 0.03 per-
cent and not more than 0.07 percent.

(vi) Sodium fluoride 0.3 percent and
sodium sulfate 2.0 percent.

(vii) [Reserved]
(viii) [Reserved]
(ix) Sodium fluoride, not less than 0.5

percent and not more than 1.0 percent.
(x) Piperazine dibydrochloride, not

less than 0.18 percent and not more than
0.72 percent (piperazine base 0.1 percent
to 0.4 percent).

(x) Piperazine phosphate monoby-
drate; not less than 0.23 percent and not
more than 0.92 percent (plperazlne base
0.1 percent to 0.4 percent).

(xii) Piperazine sulfate, not less than
0.21 percent and not more than 0.85 per-
cent (piperazine base 0.1 percent to 0.4
percent).

(xiii) Piperazine monohydrochlorlde,
not less than 0.13 perderit and not more
than 0.52: percent (piperazine base 0.1
percent to 0.4 percent).. (xiv) Di-N-butyl tin dilaurate 0.07
percent, piperazine sulfate 0.12 percent
and phenothiazine 0.29 percent.

(6) It is intended for use solely in the
prevention of chronic respiratory disease
(air-sac infection) and hexamitiasis in
poultry, bacterial swine enteritis, and/
or bacterial calf diarrhea; its labeling
bears adequate directions and warnings
for such use, and it contains, per ton
of feed, not less than 50 grams of chlor-
tetracycline or oxytetracycline or a com-
bination of such drugs; or, if it is In-
tended solely for use as an aid in the
prevention of bacterial swine enteritis,
it contains, per ton of feed, not less than
45 grams nor more than 90 grams of
penicillin and streptomycin in a combi-
nation containing 16.7 percent penicillin.
If it contains not less than 100 grams
of- chIortetracyline or oxytetracycline
or a combination of such drugs per ton
of feed, it may also be represented for
use as-an aid in the prevention of syno-
vitis in poultry. When intended for the
uses' specified in this subparagraph, it
may also contain, in the amount specified
one, but only one, of the ingredients pre-
scribed by paragraph (a) of this section.

(7) (i) It.is intended for use solely as
a treatment for complicated, chronic
respiratory' disease (air-sac infection),
infectious sinusitis, blue comb (nonspe-
cific infectious enteritis, mud fever), and
hexamitlasis in poultry, and/or bacterial
swine entitis; its labeling contains ade-
quate directions and warnings for such
use; and It contains, per ton of feed, not

less than 100 grams of chlortetracycline
or oxytetracycline or a,combination of
such drugs or not less than 90 grams nor
more than 180 grams of pencillin and
streptomycin in a combination contain-
ing 16.7 percent penicillin. If It contains
not less than 200 grams of cblortetracy-
cline or oxytetracycline or a combination
of such drugs per ton of feed, it may also
be represented for use as an aid In the
control of synovitis In poultry. When
intended for the uses specified in this
subparagraph, It may also contain, in
the amount specified, one, but only one,
of the ingredients prescribed by para-
graph- (a) of this section. If It is in-
tended for use solely in poultry, It may
contain 0.1 percent of para-aminoben-
zoic acid or the sodium or potassium salt
of para-amnobenzolc acid: or If It Is
intended for continuation of coccldiosis
prevention it shall contain, In the
amount specified, one of the ingredients
prescribed by paragraph (b) (1) of
this section. If It is intended for use
solely in the treatment of the diseases
of chickens described in this subpara-
graph, It contains, per ton of feed, not
less than 100 grams and not more than
200 grams of chlortetracycllne and It
contains not less than 0.4 percent and
not more than 0.8 percent of dietary cal-
cium, then representations may be made
n its labeling to the effect that the re-
duced amount of calcium aids in increas-
ing the concentrations of the antibiotic
in the blood of treated birds: the labeling
of such medicated feed shall Include that
required by § 121.208 of this chapter. If
it is intended for use solely as a treat-
ment for bacterial swine enteritis, It may
contain, per ton of feed. not less than 90
grams nor more than 270 grams of penl-
cillin and streptomycin in a combination
containing 16.7 percent penillin, pro-
vided that its labeling bears a warning
that the feed is not to be used for more
than 14 days.

(W) It Is also intended for use in the
prevention and control of coccidlosis in
chickens caused by E. teneila and E.
necatrix; its labeling bears adequate di-
rections and warnings for such use (in-
eluding the directions and warnings
required by paragraph (b) (7) (1) of this
section), and It contains, per ton of
feed, 200 grams of chlortetracycline and
0.8 percent of dietary calcium.

(III) It is also intended for use in the
treatment of coccidlosis In chickens
caused by E. tenella and E. lecatrix; Its
labeling bears adequate directions and
warnings for such use (including the
directions and warnings required by
paragraph (b) (7) (1) of this section);
and it contains, per ton of feed, 200
grams of chlortetracycline and 0.4 per-
cent to 0.55 percent of dietary calcium.

(8) It is intended for use solely in the
prevention of coccidloss and hexa-
mitasis outbreaks in turkey flocks, Its
labeling bears adequate directions and
warnings for such use, and it contains
di-N-butyl tin dilaurate in a quantity, by
weight of feed, of 0.0375 percent,.

(9) It is intended for use solely in the
prevention of chronic respiratory dis-
ease (air-sac infection), infectious
sinusitis, and blue comb (nonspecific In-
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fectious enteritis) In poultry and/or bac-
terial swine enteritis; Its labeling bears
adequate directions and warnings for
such use, and it contains, per ton of
feed, the equivalent of not less than
50 grams and not more than 100 grams
of bacitracin, or not less than 50 grams
and not more than 100 grams of peni-
cillin, or not less than 50 grams and not
more than 100 grams of penicillin and
bacitracin in a combination, containing
not less than 50 percent nor more than
75 percent of bacitracin. When intended
for the uses specified in this subpara-
graph, It inay also contain, in the amount
specified, one, but only one, of the in-
gredlents prescribed by paragraph (a)
of this section.

(10) It is intended for use solely in
the treatment of chronic respiratory dis-
ease (air-sac infection). infections si-
nustls, and blue comb nonspecific in-
fectious enteritis) n poultry and/or
bacterial swine enteritis; its labeling
bears adequate directions and warnings
for such use; and It contains, per ton
of feed, the equivalent of either 100
grams of zenlciln, or not less than 100
grams and not more than 500 grams of
bacltracin-(as bacitracln or zinc bad-
traecin), or not less than 100 grams and
not more than 200 grams of bacitracin
(as bacitracin methylene dLsalicylate),
or not less than 100 grams and not more
than 500 grams of penicillin and bacl-
tracin (as bacitracin or zinc bacitracin)
in a combination containing not less than
50 percent nor more than 75 percent of
bacitracin but in no case containing
more than 125 grams of penicillin, or
not less than 100 grams and not more
than 200 grams of penicillin and bad-
tracin (a bacitracin methylene di-
salicylate) in a combination containing
not less than 25 percent of penicillin
nor less than 50 percent of bacitracin;
except that, If it is intended for the
treatment of bacterial swine enterlstfs
It contains, per ton of feed, either 100
grams of bacitracin (as bacitracin, zinc
bacitracin, or bacitracin methylene di-
salicylate), or 100 grams of a combina-
atin of penicillin and bacitracn -(as
bacitracin, zinc bacitracin, or bacitracin
methylene disalicylate),, containing. not
less than 50 percent nor more than 75
percent of bacitracin. When intended
for the uses specified in this subpara-
graph, it may also contain, in the amount
specified, one, but only one, of the.in-
gredlents prescribed by paragraph (a)
of this section; Provfded, however, That
the level of antibiotic or antibiotic com-
bination present is not greater than the
minimum amount specified therefor in
this subparagraph.

(11) It is intended for use solely as a
treatment for bacterial swine enteritis
caused by .Salmone~la choleraesuis, its
labeling bears adequate directions and
warnings for such use, and It contains
nitrofurazone in a quantity, by weight
of feed, of 0.056 percent.

(12) It is intended for use solely In the
prevention of coccidiosis, chronic res-
piratory disease (air-sac infection) and
hexamitiasis in poultry; its labeling
bears adequate directions and warnings
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for such use; and it contains, in the
amount specified, one of the ingredients
prescribed by paragraph (b) (1) of this
section and not less than, 50 grams of
chlortetracycline per ton of feed. When
intended for such uses it may also con-
tain oxytetracycline in a quantity not
less than 50 grams per ton of feed.

(13) It Is intended for use solely in
the prevention or treatment of chronic
respiratory disease (air-sac infection)
and infectious sinusitis in poultry; its
labeling bears adequate directions and
warnings for such use; and it contains
not less than 0.1 percent paia-amino-
benzoic acid or the sodium or potassium
salt of para-aminobenzoic acid.

(14) It is intended solely as an aid
in the prevention and control of losses
due to low-grade bacterial enteritis In
mink; its labeling bears adequate direc-
tions and warnings for such use; and it
contains not less than 5.7 grams -of
chlortetracycline, 1.0 gram of bacitracin,
and 0.75 gram of penicillin (with or
without oxytetracycline) per ton of
feed.

(15) It is intended for use solely as
an aid in the prevention or treatment
or to lessen the morbidity in poultry in
outbreaks of fowl typhoid, pullorum, the
paratyphoids, infectious arthritis due to
a filterable agent, histomoniasis (black-
head), hexamitiasis, quail disease (ulcer-
ated enteritis), paracolon infection,
avian infectious hepatitis, and coccidi-
osis, its labeling bears adequate direc-
tions and warnings for such use; and it
contains the following quantities of fura-
zolidone, by weight of feed, for the con-
ditions indicated:

(I) For the prevention of fowl typhoid,
pullorum, and the paratyphoids in birds
older than 2 weeks: 0.0055 percent.

(ii) For the prevention of the diseases
listed in paragraph (b) (15) (i) of this
section in birds younger than 2 weeks,
and for the treatment of these same con-
ditions in birds regardless of age: 0.011
percent.

(iii) For the prevention of histomoni-
asis (blackhead), paracolon infection,
and infectious arthritis due to a filterable
agent, and for the prevention and treat-
ment of hexamitiasis and quail disease
(ulcerative enteritis): 0.011 percent.

(Iv) For the treatment of histomont-
asis (blackhead), paracolon infection,
and avian infectious hepatitis of chick-
ens, and to lessen the morbidity in out-
breaks of infectious arthritis due to a
filterable agent: 0.022 percent.

(v) For the prevention of coccidiosis
in chickens: 0.0055 percent.

(vi) For the control of coccidiosis in
chickens: 0.011 percent.

(16) (i) It is intended for use solely
in the prevention of chronic respiratory
disease (air-sac infection); its labeling
bears adequate directions and warnings
for such use; and it contains not less
than 50 grams of chlortetracycline or
oxytetracycline or a combination of these
two drugs per ton of feed. When in-
tended for such use, it may also contain
the equivalent of not less than 50 grams
of bacitracin per ton of feed.

(ii) It is also intended for the preven-
tion or treatment of the diseases of
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poultry specified in paragraph (b)(15)
of this section; it contains one of the
ingredients in the amount and under the
conditions set forth in paragraph (b)
(16) (i) of this section; and it contains
furazolidone in the amount specified in
paragraph (b)(15) of this section.

(17) (i) It is intended for use solely
as an aid in the treatment of chronic
respiratory disease (air-sac infection),
infectious sinusitis, blue comb (nonspe-
cific infectious enteritis, mud fever) in
poultry; its labeling bears adequate di-
rections and warnings for such use; and
it contains not less than 100 grams of
chlortetracycline or oxytetracycline or a
combination of these two drugs per ton
of feed. When intended for such use,
it may also contain the equivalent of not
less-than 100 grams of bacitracin per ton
of feed.

(ii) It is also intended for the pre-
vention or treatment of the diseases of
poultry specified in paragraph (b) (15)
of this section; it contained one of the
ingredients in the amount and under the
conditions set forth in paragraph (b)
(17) (i) of this section; and it contains
furazolidone in the amount specified in
paragraph (b) (15) of this section.

(18) (i) It is intended for use solely
in the prevention of outbreaks of coo-
cidiosis in poultry flocks, and it contains
nicarbazin (4,4'-dinitrocarbanillde com-
plex with 2-hydroxy-4,6-dimethylpyrim-
dine) in a quantity, by weight of feed,

of not less than 0.01 percent and not
more than 0.02 percent, or 2,4-diamlno-

5- (p-chlorophenyl) -6-ethylpyrimidine in'
a quantity, by weight of feed, of 0.00075
percent and sulfaquinoxaline in a quan-
tity, by weight of feed, or 0.0075 percent;
and there has been submitted to the
Commissioner, in triplicate, adequate in-
formation of-the kind required for Form
FD-1800-Revised under § 314.1(c) (3)
of this chapter and such application has
been approved by the Food and Drug
Administration. The exemption shall ex-
pire at the beginning of any act chang-
ing the labeling or potency of such drug,
unless an approved supplement to the
application provides for the change or
the change is made in conformance with
other provisions of § 314.8 of this
chapter.

(i) It is also intended for the preven-
tion or treatment of the diseases of
poultry specified in paragraph (b) (6)
and (7) and/or (9) and (10) or (16) and
(17) of this section, it contains one of
the ingredients in the amount and under
the conditions set forth in paragraph (b)
(18) (i) of this section, and it contains
the ingredients in the amounts specified
in paragraph (b) (6) and (7) and/or (9)
and (10) or (16) and (17) of this sec-
tion, except that the coccidiostat shall
be only one of those specified in para-
graph (b) (18) (i) of this section.

(ili) It is intended for use in the dis-
eases specified in paragraph r (b) (18)
(i), (ii), and (iv) of this section, it con-
tains ingredients in the amounts and
under the conditions specified in those
subdivisions, and it contains one, but
only one, of the ingredients prescribed by

,paragraph (a) of this section and In the
amounts specified in that paragraph.

(iv) It is also intended for use as an
adjunct in reducing the tapeworm and
large roundworm burden of chickens so
treated, it contains 2,2'-dihydroxy-
3,3',5,5"-tetrachlorodiphenyl sulfide (bi-
thionol), and 4,6-diamIno-l-(4-methyl-
mercaptophenyl) - 1,2 - dhydro - 2,2 -
dimethyl - 1,3,5 - trazine hydrochloride
(methlotriazamine), in the amounts and
under the conditions set forth in para-
graph (b) (18) (i) of this section,

(19) [Reserved]
(20) It is intended as an aid in stimu-

lating growth, the prevention of coccid-
iosis, large roundworms and tapeworms
In chickens and turkeys and the proven-
"tion of hexamitiasis in turkeys, and it
contains in 9 quantity by weight of feed
acetyl (p-nitrophenyl) sulfanilamide 0.03
percent, dibutyltin dlaurate 0.02 percent,
dinitrodlphenylsulfonylethylenedlami n o
0.02 percent, and 3-nitro-4-hydroxy-

.phenylarsonc acid 0.005 percent,
(21) It is a medicated chicken feed

containing penicillin and dienestrol di-
acetate with or without amprollum in the
amounts and for the purposes indicated
in § 121.266 of this chapter, and Its label-
ing gives adequate directions and warn-
ings for such use.

(22) (i) It is intended for us3 solely in
the control of outbreaks of coccldlosis
in poultry flocks and It contains in a
quantity, by weight of feed, not less than
0.003 percent and not more than 0.006
per c en t of 2,4-dlamIno-5-(V-ohloro-
phenyl)-6-ethylpyrlmidine and not less
than 0.01 percent and not more than
0.02 percent of sulfaquinoxaline, and
there has been submitted to the Com-
missioner, in triplicate, the information
required for Form FD-1800-Revised
under § 314.1(c) (3) of this chapter and
such application has been approved by
the Food and Drug Administration. The
exemption shall expire at the beginning
of any act changing the labeling or
potency of such drug unless an approved
supplement to the application provides
for the change or the change is made in
conformance with other provisions of
§ 314.8 of this chapter.

(ii) It Is intended for use In the disease
specified in paragraph (b) (20) (1) of this
section, it contains the ingredients in
the amounts and under the conditions
specified in that paragraph, and it con-
tains one, but only one, of the ingredi-
ents prescribed by paragraph (a)
of this section and in the amounts speci-
fied in that paragraph.

(23) It is intended for use solely as an
aid in the reduction of losses due to
enterotoxemla In sheep; its labeling
bears adequate directions and warnings
for such use; and It contains not lesm
than 20 .grams of cllortetracycline per
ton of feed. •

(24) It is intended for use in the main-
tenance of weight gains of swine In the
presence of atrophic rhinlts or as an aid
in reducing the, Incidence of cervical
abscesses in swine; its labelin- bears ade-
quate directions and warnings for such
use; and it contains not less than 50
grams of chlortetracycllne per ton of
feed.
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(25) It is a medicated cattle feed con-
taining chlortetracycline in the amounts
and for the-purposes indicated in § 121.-
208 of this chapter, and its labeling bears
adequate- directions and warnings for
such use.

(26) (i) It is intended for use solely
for accelerating weight gains in beef cat-
tie, and it contains a quafitity of diethyl-
stilbestrol adequate tb provide not more
than 10 milligrams per head per -day
when fed in accordance with the direc-
tions for use that accompany the' feed,
and there has been submitted to the
Commissioner, in triplicate, adequate in-
formation of the kind required for Form
F-1800 and such application has
been approved by the Food and Drug
Administration. The exemption shall ex-
pire at the beginning of any act chang-
ing the labeling or potency of such drug
unless an approved supplement to the
application provides for the change or
the change is made in conformance
with other provisions of § 514.9 of this
chapter.

(ii) It is also intended for the preven-
tion or treatment of the diseases specified
in paragraph (b) (25) of this section,
It contains diethylstilbestrol in the
amount and under the conditions set
forth in subdivision (i) of this subpara-
graph, and it contains the antibiotic in
the amount specified in paragraph (c)
(25) of this section.

(27) It is intended for use as an aid
in maintaining or increasing egg produc-
tion, hatchability of eggs, prevention of
early mortality of chicks when due to
organisms that are sensitive to chiortet-
racycline, and for Improving feed effi-
ciency as related to egg production; its
labeling bears adequate directions and
warnings for such use; -and it contains
not less than 50 grams of chlortetra-
cycline per ton of feed, except that if it
is intended for use in the presence of
'disease outbreaks it shall contain not less
than 100 grams of chortetracycline per
ton offeed.

(28) It is -a medicated feed for beef
cattle containing bacitracin methylene
disalicylate with or without diethylstil-
bestrol in the amounts and for the
purposes specified in § 121.252 of this
chapter and its labeling bears adequate
directions and warnings for such use.

(29) It is intended for use solely as an
aid in reducing the incidence of bac-
ter al diarrhea in laboratory -mice; its
labeling bears adequate directions and
warnings for such use; and it contains
not less than 100 grams of chortetra-
cycline per ton of feed.

(30) It is intended for use as an aid
in maintaining or increasing egg pro-
duction of chickens, hatchability of eggs
prevention of early mortality of chicks
when due to organisms that are sensi-
tive to streptomycin and penicillin, and

-for improving feed efficiency of chickens
or turkeys; its labeling bears adequate
directions and warnings for such use;
and it contains, per ton of feed, not less
than 22.5 -grams 'and not more than 50
grams of penicillin and streptomycin in
a combination containing 16.7 percent
penicillin, except that if It is intended

for use in the presence of disease as an
aid in maintaining or increasing hatch
ability of eggs or for the prevention of
early mortality of chicks, It contains 90
grams per ton of feed of penicillin and
streptomycin in a combination contain-
ing 16.7 percent peniciMl- (31) [Reserved]

(32) (1) It is intended for use as an
aid in the control of hifestation of large
roundworms (Ascars sufs), nodular
worm (Oesoplagostemum, dentatum),
and whipworm (Trichuris suls) in
swine; its labeling bears adequate di-
rections and Warnings for such use, in-
cluding a warning that Its use must be
discontinued 48 hours before the treated
swine are slaughtered for human con-
sumption. If It is a complete feed It con-
tains 6,000 units (6 milligrams) of
hygromycin B (proddeed by the growth
of Streptomyces hygroscopfcus) per
pound, or If It is a lWgromycin B feed
supplement or premix It contains not
more than 8,000,000 units (8 grams) of
hygromycin B per pound, It contains less
than 50 grams of antibiotics per ton of
finished feed. -If it is a hygromycin B
feed supplement or premix and It con-
tains more than 8,000,000 units of hygro-
mycin B per pound, it shall be exempt
from certification only if there has been
submitted to the Commissioner, in tripli-
cate, adequate information of the kind
required for Form FD--1800--Revised
under § 314.1(c) (3) of this chapter and
such application has been approved by
the Food and Drug Administration. The
exemption shall expire at the beginning
of any act changing the labeling or po-
tency of such drug unless an approved
supplement to the application provides
for the change or the change is, made In
conformance with other provisions of
§ 314.8 of this chapter. When intended
for the uses specified in this paragraph
(b) (32), it may also contain, in the
amount specified, one, but only one, of
the-ingredients prescribed by paragraph
(a) of this section. If it contains one of
the arsenic compounds prescribed In
such paragraph, its labeling must bear a
warning that it must be discontinued 5
days (in lieu of 48 hours as required in
this subparagraph) before the treated
swine are slaughtered for human
consumption.

(Ii) It is also Intende4 for the preven-
tion or treatment of bacterial swine en-
teritis as specified in paragraph (b) (9)
and (10) of this section; it contains
hygromycin B in the amounts and under
the conditions set forth in paragraph
(b) (32) (1) of this section; and It con-
tains the drugs In the amount specified
in paragraph (b) (9) and (10) of this
section. If It contains one of the arsenid
compounds prescribed in paragraph (a)
of this section, its labeling must bear the
warning specified in paragraph b) (32)
(I) of this section.

(III) It is also intended for the preven-
tion and treatment of bacterial swine
enteritis, it contains hygromycin B in the
amdunts and under the conditions set
forth in paragraph (b) (32) (1) of this
section, and It contains penicillin and
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streptomycin in the amounts specified in
paragraph (b) (6) and (7) of this sec-
tion. If It contains one of the arsenic
compounds prescribed in paragraph (a)
of this section, Its labeling must bear
the warning specified in paragraph (b)
(32) (1) of this section.

(iv) It is also intended for the pre-
vention and treatment of bacterial
swine enteritis, for the maintenance of
weight gains of swine In the presence
of atrophic rhinitis and for reducing
the incidence of cervical abcesses in
swine, It contains hygromycin B in the
amounts and under the conditions set
forth in paragraph (b) (32) (1) of this
section, and it contains, per pound of
feed. 0.025 gram (50 grams per ton).
of the chlortetracycline. except that if
It Is intended for use in the treatment of
bacterial swine enteritis It shall contain,
per pound of feed, 0.05 gram (100 grams
per ton) of chlortetracycline.

(33) It is intended for use as an aid
in reducing the incidence and severity
of bloat in cattle on legume pastures; It
contains a quantity of procaine penicil-
lin that, when used as directed in the
labeling, Is sufficient to furnish each
treated bovine animal not less than '75,-
000 units as a single daily dose; and, if
the drug subplement used to prepare the
medicated feed contains more than 2
percent moisture, Its manufacturer has
submitted to the Commissioner informa-
tion adequate to prove its stability for
6 months under customary conditions of
purchase and use.

(34) It is intended for use as an aid
n the reduction of bacterial diarrhea in

dairy cattle or as an aid in reduction of
losses due to respiratory infection (In-
fectious rhinotracheltis--shipping fever
complex) or as an aid In the prevention
of foot rot in cattle; its labeling bears
adequate directions and warnings for
such uses; and it contains the following
quantities of chlortetracycline, by weight
of feed, for the conditions indicated:. (1) For the prevention of foot rot and
as an aid in the reduction of bacterial-
diarrhea in diary cattle: 0.1 milligram
per pound of body weight per day.

(Ii) As an aid in reduction of losses
due to respiratory infection (infectious
rhinotracheltis-shipping f ever com-
plex) in dairy cattle: 0.1 milligram per
pound of body weight per day, except
that If It is intended for use for more
than 30 days It may contain chlortetra-
cycline, in a quantity by weight of feed
to provide 70 milligrams per head per
day.

(35) It is a medicated chicken feed
containing antibiotics. sulfanitran (ace-
tyl-(P-nltrophenyl) -sulfanilamide), and
3,5-dinitrobenzamlde, with or without 3-
nitro - 4- hydroxyphenylarsonlc acid In
the amounts and for the purposes indi-
cated in § 121.264 of this chapter; or con-
taiing antibiotics, sulfanitran (a-etyl-
(p-nitrophenyl) - sulfanipmlde), and
aklomde (2 - chloro-4-nitrobenzamlde),
In the amounts and for the purposes in-
dicated in §§ 121.264 and 121.269 of th i
chapter; its labeling bears adequate di-
rections and warnings for such use; and
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there has been submitted to the Commis-
stoner, in triplicate, adequate informa-
tion of the kind required for Form F)-
1800-Revised under § 314.1(c) (3) of
this chapter and such application has
been approved by the Food and Drug
Administration. The exemption shall ex-
pire at the beginning of any act chang-
ing the labeling of potency of such drug
unless an approved supplement to the
applcation provides for the change or
the change Is made in conformance with
other provisions of § 314.8 of this chapter.

(36) [Reserved]
(37) [Reserved]
(38) It Is intended for use solely for

accelerating weight gains in sheep; its
labeling bears adequate directions and
warnings for such use, including a warn-
ing that its use must be discontinued
7 days before the treated animals are
slaughtered for human consumption; it
contains a quantity of diethylstilbestrol
adequate to provide not more than 2 mil-
ligrams per head per day when fed in
accordance with the directions for use
that accompany the feed; it contains less
than 50 grams of antibiotics per ton of
feed; and there has been submitted to
the Commissioner, in triplicate, adequate
information of the kind required for
Form FD-1800 and such application
has been approved by the Food and
Drug Administration. The exemption
shall expire at the beginning of any
act changing the labeling or potency of
such drug unless an approved supple-
ment to the application provides for the
change or the change is made in con-
formance with other provisions of § 514.9
of this chapter.

(39) It Is intended for use solely as
an aid In the prevention or treatment of
fowl typhoid, paratyphoid, and pullorum
disease and as an aid in stimulating
growth in poultry flocks; its labeling
bears adequate directions and warnings
for such use, including a warning against
its use in laying hens and a warning that
its use must be discontinued 48 hours
before the treated animals are slaugh-
tered for human consumption; and it
contains 3,5-dinltrobenzamide in a quan-
tity, by weight of feed, of not less than
0.075 percent and not more than 0.15
percent; it contains less than 50 grams
of antibiotics per ton of feed; and there
has been submitted to the Commissioner,
in triplicate, adequate information of the
kind required for Form FD-1800-Re-
vised under § 314.1(c) (3) of this chapter
and such application has been approved
by the Food and Drug Administration.
The exemption shall expire at the begin-
ning of any act changing the labeling or
potency of such drug unless an approved
supplement to the application provides
for the change or the change is made in
conformance with other provisions of
§ 314.8 of this chapter. When intended
for the uses specified in this para-
graph, It may also contain, in the amount
specified, one, but only one, of the in-
gredients prescribed by paragraph (a) of
this section. If it contains one of the ar-
senic compounds prescribed in paragraph
(a) of this section, Its labeling must bear
a warning that it must be discontinued

5 days (in lieu of 48 hours as required
in this paragraph (b) (39) before the
treated chickens or turkeys are slaugh-
tered for human consumption.

(40) It is intended as an aid in main-
taining or increasing egg production,
hatchability of eggs, reduction of the
effects of stress, prevention of early mor-
tality of chicks, and reduction of the ef-
fects of diseases when due to organisms
that are sensitive to bacitracin or to a
mixture of bacitracin and penicillin, for
maintaining appetite and for improving
feed efficiency as related to egg produc-
tion; Its labeling bears adequate direc-
tions and warnings for such use; and it
contains, per ton of- feed, the equivalent
of 50 grams of bacitracin or a mixture
of 37.5 grams of bacitracin and 12.5
grams of penicillin when fed during the
first 4 to 6 weeks of egg production, and
not less than the equivalent of 10 grams
of bacitracin or a mixture of 7.5 grams
of bacitracin and 2.5 grams of penicillin
when fed during the remainder of the,
laying period; -except that if it is in-
tended for use to increase egg hatcha-
bility or prevention of early mortality
of chicks or for use in the presence of
disease outbreaks or during periods of
stress, it shall contain, per ton of feed,
the equivalent of 100 grams of bacitracin
or a mixture of 75 grams of bacitracin
and 25 grams of penicillin, and except
that if It Is a starter ration for chicks for
the purpose of preventing early mortality
of chicks due to susceptible organisms,
it may contain, per ton of feed, 100 grams
to 500 grams of a combination of peni-
cillin and bacitracin (as bacitracin or
;duc bacitracin) containing not less than
50 percent and not more than 75 percent
of bacitracin, but in no ease more than
125 grams of penicillin.

(41) (1) It is intended for use as an
aid In reducing the spread of leptospirosis
in swine; it contains 200 grams of chlor-
tetracycline per ton of feed; and Its la-
beling bears information that It is to be
administered continuously.

(ii) It is intended for use solely as an
aid in reducing the shedding of lepto-
spirae in swine and as an aid in reducing
'abortion rate and mortality of newborn
pigs in the presence of leptospirosis; it
contains 400 grams of chlortetracycline
per ton of feed; and its labeling bears
informatioii that it is to be administered
to the animals for 14 days.

(42) It is a medicated chicken and
turkey feed containing certifiable anti-
biotics and nystatin in the amounts and
for the purposes indicated in § 121.-
220 of this chapter; its labeling bears
adequate directions and warnings for
such use; and there has been submitted
to the Commissioner, in triplicate, ade-
quate information of the kind required
for Form PD-1800-Revised under § 314.-
l(c) (3) of this chapter and such appli-
cation has been approved by the Food
and Drug Administration. The exemption
shall expire at the beginning of any act
changing the labeling or potency of such
drug unless an approved supplement to
the application provides for the change
or the change is made in conformance

with other provision., of § 314.8 of this
chapter,

(43) It is Intended for use solely as an
aid in reducing the incidence of vibrionto
abortion in breeding sheep; Its labeling
bears adequate directions and warnings
for such use, including information that
it is to be administered continuously
during pregnancy; and it contains
chlortetracycline in a quantity that,
when administered Es directed In Its
labeling, will provide a total daily doze
of 80 milligrams per animal.

(44) It Is a medicated chicken or tur-
key feed containing antibiotics nd am-
prolium, with or without arsanillo acid,
fi the amounts and for the purposes
indicated in § 121.210 of this chapter, and
its labeling bears adequate directions and
warnings for such use: Provied, how-
ever, That such medicated complete feed
has been prepared from a concentrated
amprolium-antiblotie medicated feed
that contained not more than 0.05 per-
cent amprolium. If the complete medi-
cated feed is prepared from a product of
amprolim that contains more than 0.05
percent of the drug, It is exempt from
certification only under the condition
that there has been submitted to the
Commissioner, in triplicate, adequate n-
formation of the kind required for Form
FD-1800--Revised under § 314,1(c) (3) of
this chapter and such application has
been approved by the Food and Drug
Administration. The exemption shall ex-
pire at the beginning of any act changing
the labeling or potency of such drug un-
less an approved supplement to the appli-
cation provides for the change or the
change Is made In conformance with
other provisions of § 314.8 of this chap-
ter. Both concentrates and complete
poultry feed containing amprolium must
comply with all the requirements of
§ 121.210 of this chapter, including label-
ing.

(45) It Is a medicated chicken or tur-
key feed containing antibiotics and zoa-
lene, with or without arsanlic acid, or
3-nitro-4-hydroxyphenylarsonc acid, in
the amounts and for the purposes indi-
cated In § 121.207 of this chapter; Pro-
vided, however, That such medicated
complete feed has been prepared from
a concentrated zoalene-antiblotic medi-
cated feed that contained not more than
0.0375 percent zoalene. If the complete
medicated feed Is prepared from a prod-
uct of zoalene that contains more than
0.0375 percent zoalene, It Is exempt from
certification only under the condition
that there has been submitted to the
Commissioner, in triplicate, adequate in-
formation of the kind required for Form
FD-1800-Revised under § 314.1(c) (3) of
this chapter and such upplication has
been approved 'by the Food and Drug
Administratfon. The exemption thall ex-
pire at the beginning of any act changing
the labeling or potency of such drug un-
less an approved supplement to the ap-
plication provides for the change or the
the change Is made in conformance with
other provisions of § 314.8 of this chap-
ter. Both concentrates and complete
poultry feed containing zoalene must
comply with all the requirements of
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§ 121.207 of' this chapter. including
labeling.

(46) It is a mink feed containing
chlortetracycline, in the amounts and for
the purposes indicated in § 121.225 of this
chapter, and its labeling bears adequate
directions and warnings for such use.

(47) It is a pheasant feed containing
bacitracin, zinc bacitracin, or bacitracin
methylene disalicylate and penicillin, in
the amounts and for the purposes indi-
cated in § 121.225 of this chapter, and
its labeling bears adequate directions and
warnings for such use.

(48) It is a quail feed containing bac-
tracin and penicillin; in the amounts and
for the purposes indicated in § 121.225 of
this chapter, and its labeling bears ade-
quate directions and warnings for such
use.

(49) It is a medicated chicken or tur-
key feed containing antibiotics and re-
serpine in the amounts and for the
purposes indicated in § 121.205 of this
chapter; its labeling bears adequate di-
rections and wanings for such use; and
there has been submitted to the Commis-
sioner, in triplicate, adequate information
of the kind required for Form FD-1800-
Revised under "§ 314.1(c) (3) -of this
chapter and such application has been
approved by the Food and Drug Admin-
istation. The exemption shall expire at
the beginning of any act changing the
labeling or potency of such drug unles
an approved supplement to the applica-
tion provides for the change or the
change is made in conformance with
other provisions § 314.8 of this chapter.

(50) It is a medicated chicken feed
containing.antibiotics and hygromycin B
in the amounts and for the purposes'in-
dicated in § 121.213 of this chapter. and
its labeling bears adequate directions and
warnings for such use: Provided, how-
ever, That such medicated complete feed

-,has been prepared from a feed additive
concentrate that contains not more than
32 grams of hygromycin B per ton. If
the medicated feed is prepared from a
feed additive concentrate containing
more than 32 grams of hygromycin B per
ton, it is exempt from certification only
'under the condition that there has been
submitted to the Commissioner in tripli-
cate, adequate information of the kind
required for Form FD-800-Revised
under § 314.1(c) (3) of this chapter and
such application has been approved by
the Food and Drug Administration. The
exemption shall expire at the beginning
of any act changing the labeling or po-
tency of such drug unless an approval
supplement to the application provides
for the change or the change is made
in conformance with other provisions of
§ 314.8 of this chapter.

(51) It is- a medicated beef cattle.
chicken, 6i turkey feed containing baci-
tracin, bacitracin methylene disalicylate
or zinc bacitracin or a combination of
one of these with penicillin, in the
amounts and for the purposes indicated
in §§ 121.232, 121.233, and 121.252 of
this chapter, and Its labeling bears ade-
quate directions and warnings for such
use.

(52) It is a cattle feed containing zinc
bacitracin, with or without diethystil-
bestrol, in the amounts and for the pur-
poses Indicated In § 121.225 or § 121.241
of this chapter, and its labeling bears
adequate directions and warnings for
such use; Provided, however, That if
such feed contains diethylstflbestrol It is
exempt from certification only under the
condition that there has been submitted
to the Commissioner, in. triplicate, ade-
quate information of the kind required
for Form FD-1800 and such application
has been approved by the Food and
Drug Administration. The exemption
shall expire at the beginning of any act
changing the labeling or potency of such
drug unless an approvdd supplement to
the application provides for the change
or the change is made In conformance
with other provisions of § 514.9 of this
chapter.

(53) It is a medicated feed for tur-
keys and contains chortetracycline hy-
drochlorlde and dietary calcium in the
amounts and for the purposes indicated
in § 121.208(d), Table 1, Item 12, of this
chapter; and Its labeling bears adequate
directions and warnings for such use.

(54) It is a medicated feed for grow-
ing broiler and replacement chickens; It
contains amprolium, ethopabate (meth-
yl-4-acetamldo-2-ethoxy benzoate), and
antibiotics, with or without arsanlic acid
or 3-nltro-4-hydroxyphenylarsonc acid.
in the amounts and for the purposes in-
dicated In § 121.210 of this chapter; and
its labeling bears adequate directions
and warnings for such use; Provided,
however, That such medicated complete
feed has been prepared from a concen-
trated medicated feed that contained not
more than 0.05 percent amprolium and
not more than 0.0016 percent ethopabate.
If the medicated feed is prepared from a
product that contains more than 0.05
percent amprollum and more than 0.0016
percent ethopabate. it Is exempt from
certification only under the condition
that there has been submitted to the
Commissioner. In triplicate, adequate In-
formation of the kind required for Form
FD--1800-Revised under § 314.1(c) (3)
of this chapter and such application has
been approved by the Food and Drug
Administration. The exemption shall ex-
pire at the beginning of any act chang-
ing the labeling or potency of such drug
unless an approved supplement to the
application provides for the change or
the change is made in conformance with
other provisions of § 314.8 of this chap-
ter. Both concentrates and finished poul-
try feed containing amprollum and etho-
pabate must comply with all the require-
ments of § 121.210 of this chapter, in-
cluding labeling.
* (55) It is a medicated swine feed con-
taining a combination of chlortetracy-
cline, penicillin, and sulfamethazine, or
sulfathiazole In the amounts and for thp
purposes indicated In § 121.208 or
§ 558.115 of this chapter. and its label-
ing bears adequate directions and warn-
ings for such use.

(56) It is a medicated feed for chick-
ens containing a combination of pro-
caine penicillin and tylosin phosphate

In the amounts and for the purposes in-
dicated in § 121.225 of this chapter, and
Its labeling bears adequate directions and
warnings for such use; Provided, how-
ever, That such medicated compiete feed
has been prepared from a concentrated
medicated feed that contained not more
than 200 grams of tylosin phosphate per
ten. If the medicated feed is prepared
from a concentrated medicated feed con-
taining more than 200 grams of tylosin
phosphate per ton, It is exempt from cer-
tification only under the condition that
there has been submitted to the Com-
missloner In triplicate, adequate in-
formation of the kind required for Form
FD-1800--Revised under § 314.1(c) (3)
of this chapter and such application has
been approved by the Food and Drug
Administration. The exemption shall ex-
pire at the beginning of any act changing _
the labeling or potency of such drug
unless an approved supplement to the
application provides for the change or
the change is made in conformance with
other provisions of § 314.8 of this chap-
ter.

(57) It Is a horse feed containing
chlortetracycline in the amounts and for
the purposes indicated in § 121.225 of
this chapter, and Its labeling bears ade-
quate directions and warnings for such
use.

(58) [Reserved]
(59) It is a medicated feed for chick-

ens containing penicillin, tylosin phos-
phate, and either amprolium, or zoalene,
or hygromycin B, or hygromycin B and
zoalene, or hygromycin B and ampfolium
in the amounts and for the purposes
indicated in § 121.207. § 121.210, or
§ 121.213 of this chapter, and Its labeling
bears adequate directions and warnings
for such use: Provided, however, That
such medicated complete feed has been
prepared from a concentrated penicillin-
tylosin phosphate-amprolium; or pent-
cillin-tylosin phosphate-zoalene, or peni-
cillin-tylosin phosphate-hygromycin B
or penlcln-tylosin phosphate-zoalene-
hygromycin B, or penldcllin-tylosinphos-
phate-hygromycn B-amprolium medi-
cated feed containing per ton of feed, not
more than 200 grams of tylosin and
either not more than 0.05 percent am-
prolium or not more than 0.0375 percent
zoalene, or not more than 32 grams per
ton of hygromycln B, or not more than
0.0375 percent zoalene and not more
than 32 grams per ton of hygromycin B.
or not more than 0.05 percent amprolium
and not more than 32 grams per ton of
hygromycin B. If the medicated feed is
prepared from a product that contains
more than'any of the specified quantities,
It is exempt from certification only under
the condition that there has been'sub-
mitted to the Commissioner, in triplicate
adequate information of the kind re-
quired for Form FD-1800-Revised un-
der § 314.1(c) (3) of this chapter and
such application has been approved by
the Food and Drug Administration. The
exemption shll expire at the beginning
of any act changing the labeling or po-
tency of such drug unless an approved
supplement to the application provides
for the change or the change is made In
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conformance with other provisions of
§ 314.8 of this chapter.

(60) It is a medicated chicken feed
containing antibiotics and nihydrazone
in the amounts and for the purposes
indicated in § 121.237 of this chapter;
its labeling bears adequate directions and
warnings for such use; and there has

'been submitted to the Commissioner, in
triplicate, adequate Information of the
kind required for Form FD-1800-Re-
vised under § 314.1(c) (3) of this chapter
and such application has been approved
by the Food and Drug Administration.
The exemption shall expire at the be-
ginning of any act Bhanging the labeling
or potency of such drug unless an ap-
proved supplement to the application
provides for the change or the change
is made in conformance with other pro-
visions of § 314.8 of this chapter.

(61) It is a medicated chicken feed
containing antibiotics and buquinolate
in the amounts and for the purposes in-
dicated In § 121.291 of this chapter: its
labeling bears adequate directions and
warnings for such use: and there has
been submitted to the Commissioner, in
triplicate, adequate information of the
kind required for Form FD-1800--Re-
vised under § 314.1(c) (3) of this chapter
and such application has been approved
by the Food and Drug Administration.
The exemption shall expire at the begin-
ning of any act changing the labeling or
potency of such drug unless an approved
supplement to the application provides
for the change or the change is made in
conformance with other provisions of
§ 314.8 of this chapter.

(62) It Is a medicated cattle feed con-
taining antibiotics and sulfamethazine
in the amounts and for the purposes in-
dicated in § 121.208 of this chapter; its
labeling bears adequate directions and
warnings for such use: and there has
been submitted to the Commissioner, in
triplicate, adequate information of the
kind required for Form PD-1800-Re-
vised under § 314.1(c) (3) of this chapter
and such application has been approved
by the Food and Drug Adminlstratlon.
The exemption shall expire at the begin-
ning of any act changing the labeling or
potency of such drug unless an approved
supplement to the application provides
for the change or the change is made in
conformance with other provisions of
§ 314.8 of this chapter.

(63) It is a medicated feed containing
antibiotics, clopidol, and 3-nitro-4-hy-
droxyphenylarsonic acid in the amounts
and for the purposes indicated in
§§ 121.262 and 121.325 of this chapter;
its labeling bears adequate directions and
warnings for such use; and there has
been submitted to the Commissioner, in
triplicate, adequate information of the
kind required for Form VD-1800-Re-
vised under § 314.1(c)3) of this chapter
and such application has been approved
by the Food and Drug Administration.
The exemption shall expire at the begin-
ning for any act changing the labeling of
potency of such drug unless an approved
supplement to the application provides
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for the change or the change is made in
conformance with other provisions of
§ 314.8 of this chapter.

(64) It is a medicated feed containing
decoquinate and antibiotics and it Is used
in accordance with § 558.195 of this
chapter.

Subpart G-Sponsors of Approved
Applications

§ 510.600 Names, addresses, and code
numbers of sponsors of approved ap-
plications.

(a) Section 512(t) of the act requires
publication of names and addresses of
sponsors of approved applications for
new animal drugs.

(b) In this section each name and ad-
dress s identified by a numerical code.
The code numbers identify" the sponsors
of the new animal drug applications asso-
ciated with the regulations published
pursuant to section 512(1) of the act. The
code numbers will appear in the appro-
priate regulations and serve as a refer-
ence to the names and addresses listed
in this section.

(e) The names, addresses, and drug
listing numbers of sponsors of approved
new animal drug applications are as
follows:
(1) ALPHABETICAL LISTING OF SPONSORS

Drug isting
Firm name and address: No.

Affiliated Laboratories Division,
Whitmoyer Laboratories, Inc.,
19 North Railroad St., Myers-
town, PA 17067 --------------- 011825

Agricultural Processing Corp., 225
Alabama St., P.O. Box 845,
Salem, VA 24153 -------------- 011904

Agricultural & Veterinary Prod-
ucts Division, Abbott Labora-
tories, Abbott Park, North Chi-
cago, IL 60064 ---------------- 043731

Albers Milling Co., Carnation
Bldg., 5045 Wilshire Blvd., Los'
Angeles, CA 90036 ------------ 017826

Albion Laboratories, Inc., 101
North Main, Clearfleld, UT
84015 ----------------------- 011485

Allied Chemical Corp., Agricul-
tural Division, 40 Rector St.,
New York, NY 10006 ----------- 011462

Alton Premium Feed Co., Alton; IA
51003 ----------------------- 018356

American Cyanamid Co., P.O. Box
400,,Princeton, NJ 08540 ---- 010042

American Scientific Laboratories,
A Division of Schering Corp.,
Bloomfield, NJ 07003 ---------- 000138

Anthony Veterinary Products Co.,
11634 McBean Drive, El Monte,
CA 91732 -------------------- 000864

Armour Pharmaceutical Co., P.O.
Box 3113, Omaha, NE 68103.... 000053

Ayerst Laboratories, Division of
American Home Products Corp.,
685 Third Ave., New York, NY
10017 ----------------------- 000046

Babineaux's Veterinary Products,
Inc., 6425 Airline Highway, Me-
tairie, LA 70003 -------------- 021188

Balfour Guthrie & Co., Ltd., 315
North H St., reno, CA 93701-- 043728

Bayvet Corp., P.O. Box 390, Shaw-
nee Mission, KS 66201 --------- 000859

Beechani-Massengill Pharmaceuti-
cals, Division of Beecham, Inc.,
Bristol, TN 37620 ------------ 000029

Drug itng
Firm name and address: No.

Blair Milling & Elevator Co., Inc,,
1000 Mlain St., Atchison, XS
66002 -------------- _-------- 018507

Bristol Laboratories, Division of
Bristol-Myers Co., P.O. Box 657,
Syracuse, NY 13201 ------------ 000015

Burns Biotec Laboratories Divi-
sion, Chromailoy Pharmaceuti-
cals, Inc., 7711 Oakport St,,
Oakland, CA 94621 ----------- 000846

Cadco, Inc., P.O. Box 359, 10100
Douglas Ave., Des Moines; IA
50322 ----------------------- 011400

Caribe Chemical Co., Inc., 576
Faith Ave., New York, NY 10030. 000345

Carson Chemicals, Inc., Nov Castle,
IN 47362 ------------------... 011769

Central Soya Co., Inc., MoeMillan
Feed Division, 1300 Fort Wayno
Bank Building, Fort Vayne, IN
46802 ----------------------- 012280

Ciba Pharmacoutlcal Co., 550 Mor-
ris Ave., Summit, NJ 07901 -- 000028

Commercial Solvents Corp., 1331
South First St., Terre Haut, IN
47808 ----------------------- 012769

The A. 0. Cooper Co., Humbolt,
NE 68376 -------------------- 043420

Cooper U.S.A., Inc., P.O. Box 12338,
Research Triangle Park, NO
27709 ----------------------- 011402

,john D. Copano3 & Co., Inc., Balt-
more, MI 21225 --------------. 010271

Cutter Laboratories, Inc., Fourth
and Parker St., Berkeley, CA
94710 ----------------- _---- 000101

D-M-Pharmaceutciv, Inc., 1146
Taft St., Rockville, AID 20850.. 000693

Danbury Pharmacal, Inc., 131
Wests St., Danbury, CT 00810.. 000591

Dawes Laboratories, Ino., 450 State
St., Chicago Heights, IL 60411.. 024264

Dean's Specilty Supply Co., 310
Second Ave. SW., Wasecm, MN
56093 ----------------------- 024817

Diagnostio bats, Inc,, 618 Loguo
Ave., Mountain View, CA 94040.. 024001

Diamond Laboratories, Inc., P.O.
Box 863, Des Moines, IA 50304... 013047

Diamond Shamrock Ohonical Co,.
60 Park P1., Newark, NJ 07101... 025001

Doboy 'Feeds, Domain Industries,
Inc., 215 North Enovtles Ave.,
New Richmond, WI 54017 ---- 026700

The Dow Chemical Co., P.O. Box
1706, Midland, MI '18640 ------- 026700

Eaton Laboratories, Division of
Morton-Norwich Products, Inc.,
P.O. Box 191, Norwich, NY 13815. 000035

Elanco Products Co., A Division of
Eli Lilly & Co., 740 South Ala-
bama St., Indianapolis, IN
46206 ----------------------- 000080

Endo Laboratories, Ind., 1000 Stow-
art Av6., Garden City, NY 11630. 000050

Evsco Pharmaceutical Corp,, 3340
Royal Ave., Ocanside, NY 11572. 017030

Farmer's Union Grain Terminal
Association, Feed Division, P.O.
Box 1447, Sioux Falls, SD 67101. 017102

Farmers Feed & Supply Co., Ninth
St. at Northwestern Tracks, Tip-
ton, IA 52772 ----------------- 043744

The Farnam Companies, Inc., 8701
North 20th St., Omaha, NE
68112 -------------------- 017135

Fasco Mills Co., Box 70, Route 34
East, Mendota, IL 61342 ------- 030804

Feed Fortiflers, Mac., Manson, IA
60563 ----------------------- 017256

Feed Products, Inc., 1000 West
47th Ave., Denver, CO 80211.... 013959

Feed Specialties Co., 1877 NE. 68th
Ave., Des Moines, IA 60313 --- 017274

Forbes Laboratories, 402 West
Lakeside St., Madison, WIV 53715. 032420
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Drug listing
No. Firm name and address:

Formica Laboratories, 124 East
Fifth St., Little Rock, AR 72115. 043734

Fort Dodge Laboratorles, Fort
Dodge, IA 50501 -------------- 000856

Fromm Laboratories, Inc., Grafton,
WI 53024 -------------------- 020112

FS Services, Inc., 1701 Towanda
Ave., Bloomington. IL 6170L-- 020275

Gland-O-Lac Co, 1818 Leaven-
- worth -St., Omaha, NE 68102.. 043735

Glogau & Co.. Inc.; 4614 West Lake
St. Melrose Park. IL 60160-.... 010469

H. Clay Glover Co., Inc., 1001 Fran-
kiln Ave., Garden City, 'NY 10
11530 --- 10471

Golden Sun Feeds, Inc., 111 South
Fifth St., Estherville, IA 51334.. 021780

Gooch Feed Mill Corp., 540 South
St., Lincoln, NE -68501 ---------- 021798

Grain Processing Corp., Muscatine,
IA 52761 -------------------- 022591

G. C. Hanford Manufacturing Co.,
P.O, Box 1055, Syracuse, NY
13201 ----------------------- 010515

Hart-Delta, Inc., 5055 Choctaw
Drive, Baton Rouge, LA 70805.. 015563

Heinold Elevator Co., Inc., Xouts,
IN 46347 -------------------- 043727

Henwood Feed Additives, Inc., 211
Western Rd., Box 577, Lewlsburg,
OH 45338 ------------------- 026186

Hess & Clark, Division of Rhoda,
Inc., Ashland, OH 44805 -------- 011801

Dow B. Hickam, Inc., Pharmaceu-
ticals, P.O. Box 35413, Houston,
TX 77035 -------------------- 000514

Hoechst-Roussel Pharmaceuticals,
Inc., Route 202-206, Somerville,
NJ 08876 -------------------- 000039

Hoffmann-La. Roche, Inc., Nutley,
NJ-07110_. ------------------- 000004

Hubbard Milling Co., 424 North
Front St., lankato, MN 56001--- 012190

International Nutrition, Inc., 6664

'L" St., Omaha, NE 68117 ---- 043733
Jensen-Salsbery Laboratories, DI-

vision of Richardson-errell,
Inc., Kansas City, 10 64141-.... 017220

H.ASCO-EFCO Laboratories, Inc.,
P.O., Box 730, Hicksville, NY
11802 --------- ------------ - 010616

Land. O'Lakes, Inc., Agricultural
Services, 2827 Eighth Avenue
South, Fort Dodge IA 50501-.... 034500

Dr. LeGear, Inc., 4161 Beck Ave.,
St. Louis; MO 63116 ...... ------- 011950

Mattox & Moore, Inc.. 1503 East
Riverside Drive, Indianapolis. IN
46207 ----------------------- 027863

Maurry Biological Co., Inc., 6109
South Western Ave., Los Ange-
les, CA 90047 ........------------- 010719

Mcclellan Laboratories, Inc., 19600
Sixth Ave., Lakevlew, CA 92353- 043738

McKesson Laboratories, Bridge-
port, CT 06602 ---------------- 000022

McNeil Laboratories, Inc., Camp
Hill Rd., Fort Washington, PA
19034 -- - ------------------- 000045

Merck Sharp & Dohme Research
Laboratories, Division of Merck
& Co., Inc., Rahway, NJ 07065-- 000006

M & M Livestock Products Co.,
Eagle Grove, IA 50533 --------- 026282

Moorman Manufacturing Co.,
Qulncy, IL 62301 ------------- 021930

Myers-Carter Laboratories, Inc.,
5160 West Bethany Home Rd.,
Glendale, AZ 85301 ----------- 000381

National Laboratories Corp., 1721
Baltimore Ave., Kansas City, MO
64108 ----------------------- 011811

Nixon and Co., Kiewitt PazaE
Omaha, NE 88501 ------------ 043729

Norden Laboratories, Inc., Lincoln,
NE 68501 ------------------- 011519

Drug listing
No.

Norwich Agricultural Products,
A Division of Morton-Norwich
Products. Inc., Norwich, NY
13815 000947

Parke, Davis & Co., Joseph Campau
Avenue at the River. Detroit, M[I
48232 ----------------------- 000071

S. B. Penlck'& Co., 100 Church St.,
New York. NY 10008 ----- ---- 000794

Penwalt Corp., P.O. Box 1297. Ta-
koma, WA 98401 .........--- 000018

Peter Hand Foundation, 2 East
Madison St., Waulegan. IL
60085 ----------------------- 043737

Pfizer, Inc., 235 East 42d St.. New
York, NY 10017 -------- 00009

Philips Roxane, Inc.. 2621 North
Belt Highway, St. Joseph, MO
64502 ---------------------- 000010

Pitman-Moore. Inc.. Washington
Crossing, NJ 08560 ----------- 011716

Premier Malt Products, Inc.. M1i-
waukee. WI 53201 ---- --------- 032707

Protein Blenders, Inc.. Box 631,
Highway 218 South. Iowa City.
IA 52240 -------------------- 033999

The Purdue Frederick Co.. 50
Washington St.. Norwalk. CT
06856 - - ------ 000034

Quall-Tech Products. Inc., 318
Lake Hazeltine Drive, Chaska,
2 MN 55318 ------------------ 016968

Rachelle Laboratories, Inc., 700
Henry Ford Ave., P.O. Box 2029,
Long Beach. CA 90801 ------ 000196

Ralston-Purina Co., Checkerboard
Square, St. Louis, MO 3199 .... 017800

Richlyn Laboratories, Inc., Castor
and Kensington Aves.. PhUa-
delphia, PA 19124 ------------ 000115

A. H. Robins Co., Research Labo-
ratories, 1211 Sherwood Ave..
Richmond, VA 23220 ---- 000031

Salsbury Laboratories, Charles
City, IA 50616 ---------------- 017210

Schering Corp., Galloping Hill Rd..
Kenilworth, NJ 07033 -------- 000085

G. D. Searle & Co., P.O. Box 5110.
Chicago, IL 60680 ------------ 000014

Shell Chemical Co., Division of
Shell Oil Co., Agricultural Divi-
sion. 2401 Crow Canyon Rd.,
San Ramon. CA 94583 -- 011461

Simonsen 2%il-Renderlng Plant,
Inc., Quimby, IA 51049 ------- 034418

Smith Kline Animal Health Prod-
ucts. Division of SmithKline
Corp., 1500 Zprlng Garden St.
Philadelphia, PA 19101 -....... 000007

Square Deal Fortification Co., *
Kouts, IN 40347 ....------------ 036108

E. . Squibb & Sons. Inc.. P.O. Box
4000, Princeton. NJ 08540 ---- 000003

Stauffer Chemical Co.. 1200 South
47th St.. Richmond. CA 94804... 017032

Sterling Drug Inc.. 90 Park Ave.,
New York, NY 10016 ----------- 000934

Summit Hill Laboratories. P.O.
Box 1, Avalon, NJ 08202 -- 037990

Syntex Laboratories. Inc., 3401
Hillvlew Drive, Palo Alto. CA
94304 --------------- 000033

Tevcon Ind., Inc., 8904 J St.,
Omaha, NE-68127-------------011757

Thuron Industrles. Inc., 12200
Denton Drive, Dallas, TX 75934- 011536

The Upjohn Co.. Kalamazoo, MI
49001------------------ 000009

Vita Plus Corp., 1508 W. Badger
Rd.. P.O. Box 926, Madison, WI
53701 ----------------------- 033071

V.P.O., Inc., 4444 S. 70th St.
Ormaha. NE 68127 ------------- 043743

Walnut Grove Products. Division
of W. R. Grace & Co.. 201 Lnn
St., Atlantic, IA 50022 ----- 034139

Firm namL and address:

Drug Listing
No.: Firm name and address

000003.--- . R. Squibb & Sons, Inc., P.O.
Box 4000, Princeton, NJ
08540.

000004.... Hoffmann-La, Roche, Inc., Nut-
ley, NJ 07110.

000006-..- Merck Sharp &Dohme Research
Laboratories. Division of
Merck & Co, Inc., Rahway,
NJ 07065.

000007.-- Smith Kline Animal Health
Products, Division of Smith-
Kline Corp- 1500 SpringGar-
den. St., Philadelphia, PA
19101.

000003. Wyeth Laboratories. Division
American Home Products
Corp, P.O. Box 8299, Phila-
delphia, PA 19101.

000009... The Upjohn Co, Knlamazoo.
MX 49001.

000010.--- Philips Roxane, Inc. 2621 North
Belt Highway, St. Joseph,
MO 84502.

000014.... G. D. Searle & Co, P.O. Box
5110, Chicago, IL 60680.

(00015_-- Bristol Laboratories, Division
of Bristol-Myers Co, P.O.
Box 657, Syracuse, NY 13201.

000018-.. Penwalt Corp, P.O. Box 1297.
Takoma, WA 98401.

000022.. McKe--son Laboratories, Bridge-
port, CT 06602.

000024--- Winthrop Laboratories, Divi-
sion Sterling Drug. Inc, 90
Park Ave., New York, NY
10016.

000028..- Ciba Pharmaceutical Co, 556
Morris Ave, Summit, NJ
07901.

000029. Beechan-Massengill Phar-
maceuticals. Division of
Beecham, Inc, Bristol, TN
37620.

000031-.- A. H. Robins, Research Labora-
tories, 1211 Sherwood Ave.
Richmond, VA 23220.

000033--- Syntex Laboratories, Inc, 3401
Hllvietv Dr, Palo Alto, CA
94304.

000034-- The Purdue Frederick Co, 50
- Washington St, Norwalk, CT

06856.
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Drug sting
Firm name and addrezz: No.

%Vest Chemical Products, Inc, 42-.
10 West St., Long Island City,

NY 11101 - 011538
Westchester Veterinary Products.

Inc.. 180 Mamaroneck Ave,
White Plains. NY 10601 ------ 043732

Western Serum Co., P.O. Box 7025. _
Phoenlx. AZ 85011 ......... 011398

Whitmoyer Laboratories. 19 North -
Railroad St. Myerstown, PA
19067 ----- ---- 011794-

Winthrop Laboratories. Division
Sterling Drug. Inc., 90 Park Ave..
New York, N.Y. 10016 -........ 00092-

Wittney & Co. 4655 Colorado
Blvd., Denver, CO 80216 -... 012481

Wyeth Laboratories, Division
American Home Products Corp.,
P.O. Box 8239, Philadelphia, PA
19101 --------------- 000003

Yoder Feed. Division of Yoder, Inc.,
F-ona. Lk 52247 ..... 035369

Young's Inc. Roaring Spring, PA
16673 035393

Zenith Laboratories, Inc..'140 Le-
Grand Ave., Northvale. NJ 07647- 000172

Zip Feed Mills, 304 East Eighth St,
Sioux Falls. SD 57102 ....... 017434

(2) NUMERICAL LISTING OF SPONSORS
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Drug Listing
No.: Firm name'and address

000035.--- Eaton Laboratories, Division of
Morton-Norwich Products,
Inc., P.O. Box 191, Norwich,
NY 13815.

000039..- Hoechst-Roussel Pharmaceuti-
cals, Inc., Route 202-206,
Somerville, NJ 08876.

000045.- McNeil Laboratories, Inc.,
Camp Hill Rd., Fort Washing-
ton, PA 19034.

000046.--- Ayerst Laboratories, Division of
American Home Products
Corp., 685 Third Ave., New
York, NY 10017.

00003 --- Armour Pharmaceutical Co.,
P.O. Box 3113, Omaha, NE
68103.

000056.--- Endo Laboratories, Inc., 1000
Stewart Ave., Garden City,,
NY 11530.

000069.--. Pfizer, Inc., 23& East 42d St.,
New York, NY 10017.

000071... Parke, Davis & Co., Joseph
Campau Avenue at the River,
Detroit, Ml 48232.

000085..- Schering Corp., Galloping Hill
Rd., Kenilworth, NJ 07033.

000115.._ Richlyn Laboratories, Inc.,
Castor and Kensington Ayes.,.
Philadelphia, PA 19124.

000138... American Scientific Labora-
tories, A Division of Sohering
Corp., Bloomfield, NJ 07003.

000161... Cutter Laboratories, Inc.,
Fourth and Parker St., Berk-
eley, CA 94710.

000172.... Zenith Laboratories, Inc., 140
LeGrand Ave., Northvale,
NJ 07647.

D00196... Rachelle Laboratories, Inc., 700
Henry Ford Ave., P.O. Box
2029, Long Beach, CA 90801.

000345..- Caribe Chemical Co., Inc., 576
Fifth Ave., New York, NY
10036.

000381-.. Myers-Carter Laboratories, Inc.,
5160 West Bethany Home
Rd., Glendale, AZ 85301.

000514... Dow B. Hickam, Inc. Pharma-
ceuticals, P.O. Box 35413,
Houston, TX 77035.

000591... Danbury Pharmacal, Inc., 131
West St., Danbury, CT 06810.

000693.- D-M-Pharmaceuticals, Inc.,
1146 Taft St., Rockville, MD
20850.

000794..- S. B. Penick & Co., 100 Church
St., New York, NY 10008:

000845_--. Burns Blotec Laboratories,
Inc., Subsidiary of Chromal-
loy American Corp., 7711
Oakport St., Oakland, CA
94621.

000856.. Fort Dodge Laboratories, Fort
Dodge, IA 50501.

000859... Bayvet Corp., P.O. Box 390,
Shawnee Mission, KS 66201.

000864._ Anthony Veterinary Products.
Co., 11634 McBean Dr., -El
Monte, CA 91732.

000934__.. Sterling Drug Inc., 90 Park
Ave., New York, NY 10016.

000947.-- Norwich Agricultural Products,
A Division of Morton-Nor-
wich Products, Inc., Norwich,
NY 13815.

000986..- Elanco Products Co., A Division
of Eli Lilly & Co., 740 South
,Alabama St., Indianapolis,
IN 46206.

010042... American Cyanamid Co., P.O.
Box 400, 'Princeton, NJ
08540.

010271... John D. Copanos & Co., Inc.,
Baltimore, ID 21225.

Drug Listing
No.: Firm name and address

010469_. Glogau & Co., Inc., 4614 West
- Lake St., Melrose Park, IL

60160.
010471.... H. Clay Glover Co., Inc., 1001

Franklin Ave., Garden City,
NY 11530.

010515.... G. C. Hanford Manufacturing
Co., P.O. Box 1055, Syracuse,
NY 13201.

010616.... KASCO-EFCO Laboratories,
Inc., P.O. Box 730, Hicksville,
NY 11802.

010719.... Maury Biological Co., Inc.,
6109 South Western Ave., Los
Angeles, CA 90047.

011398.... Western Serum Co., P.O. Box
7025, Phoenix, AZ 85011.

011461.... Shell Chemical Co., Division of
Shell Oil Co., Agricultural
Division, 2401 Crow Canyon
Rd., San Ramon, CA 94583.

011462.... Allied Chemical Corp., Agricul-
- tural Division, 40 Rector St.:

New York, NY 10006.
011485... Albion Laboratories, Inc., 101

North 114in, Clearfield, UT
84015.

011490... Cadco, Inc., P.O. Box 3499,
10100 Douglas Ave., Des
Moines, IA 50322.

011492... Cooper U.S.A., Inc., P.O. Box
12338, Research Triangle
Park, NO 27709.

011519... Norden Laboratories, Inc., Lin-
coln, NE 68501.

011536... Thuron Industries, Inc., 12200
Denton Drive, Dallas, TX
75234.

011538.... West Chemical Products, Inc.,
42-16 West St., Long Island
City, NY 11101.

011716..- Pitman-Moore, Inc., Washing-
ton Crossing, NJ 08560.

611757---' Tevcon Ind., Inc.. 8904 J St.,
Omaha, NE 68127.

011769.... Carson Chemicals, Inc., New
Castle, IN 47362.

011794.... Whitmoyer Laboratories. 19
North Railroad St., Myers-
town, PA 19067.

011801... Hess & Clark, Division of
Rhodia, Inc., Ashland, OH
44805.

011806--. [Reserved]
011l1__-- National Laboratories Corp.,

-1721 Baltimore Ave.. Kansas
City, MO 64108.

011825_... Affiliated Laboratories DiVls-
ion, Whitmoyer Laboratorles,
Inc., 19 North Railroad St.,
lyerstown, PA 17067.

011904.... Agricultural Processing Corp.,
225 Alabama St., P.O. Box
845. Salem, VA 24153.

011950_--. Dr. LeGear, Inc., 4161 Beck
Ave., St. Louis, MO 63116.

012190.... Hubbard Milling Co.. 424 North
Front St.. Mankato, IN
56001.

012286.... Central Soya Co., Inc., Mc-
Millan Feed Division, 1300
Fort Wayne Bank Building,

I Fort Wayne, IN 46802.
012481. Wittney & Co., 4655 Colorado

Blvd., Denver, CO 80216.
012769.... Commercial Solvents Corp.,-

1331 South First St., Terre
Haute, IN 47808.

013947.... Diamond Laboratories, Inc.,
P.O. Box 863, Des Moines,
IA 50304.

013959.... Feed Products, Inc., 1000 West
47th Ave., Denver, CO 80211.

015563-.. Hart-Delta, Inc., 5055 Choctaw
Dr., Baton Rouge, LA 70805.

Drug Listing.
' No.: Firm name and address

016968..- Quali-Tech Products, Inc., 318
Lake HI.zeltine Dr., Chaska,
MN 55318.

017030.. Evsco Pharmaceutical Corp,,
3345 Royal Ave., Occansido,
NY 11572.

017032_..- Stauffer hmical Co-, 1200
South 47th St., Richmond,

- ~ CA 94804.
017135.... The Farntm Companies, Inc.,

- 8701 North 29th St., Omaha,
NE 68112.

017162-.. Farmer's Union Grain Terml-
nal Association, Feed Divi-
sion, P.O. Boz 1447, Sioux
Falls, SD 57101.

017210...- Salsbury Laboratories, Charles
City, IA 60616.

017220.--- Jensen-Saisbery Lboratories,
Division of Richardson-AMer-
roll, Inc., Kansas City, MO
64141.

017255.. Feed Fortiflors, Inc., lanson,
IA 50563.

017274-.. Feed Speclaltlez Co., 1877
Northemt 58th Ave., Des
Moines, IA 50313.

017434... Zip Feed Mills, 304 East Eighth
St., Slotvx Falls, SD 57102,

017800.... Ralston-Purins Co., Checker-
board Sq., St, Louis, MTO
63190.

017826_... Albers Mifling Co, Carnation
Bldg., 5045 Wllshiro Blvd,,
Los Angales, CA 00030,

018356... Alton Premium Feed Co., Al-
ton, IA b1003,

018597.... Blair MIlling & Elevator Co.,
Inc., 1000 Main St., Atchison,
XS 66002.

020275.... FS Servlcei, Inc., 1701 Towanda
Ave., Bloomington, IL 01701.

020112-.. Fromm Laboratories, Inc.,
Grafton, WI 53024.

021188.--- Babneaux's Veterinary Prod-
ucts, Inc., 6425 Airline High-
way, Metairlo, LA 70003.

021780.... Golden Sun Feeds, Inc., 111
South Fifth St., Esthervllle,
IA 51334. 1

021798... Gooch Feed Mill Corp,, 540
South SI., Lincoln, NE 08501,

021930.... Mloorman Manufacturing Co.,
Quincy, IL 62301.

022591.... Grain Processing Corp,, MuS-
catine, IA 52761.

024264._ Dawes Laboratories, Inc,, 460
State St., Chicago Heights,
IL 60411.

024817.... Dean's Specialty Supply Co.,
310 Second Ave., SW., Wa-
seca, M IN 56093.

024991.... Diagnostic Data, Inc., 518
Logue Ave., Mountain View,
CA 04040.

025001.... Diamond Shamrock Chemical
Co., 00 Park P1., Newark, NJ
07101.

025700.... The Dow Chemical Co,, P.O.
Box 170(:, Midland, AI 48640.

025796.... Doboy Feeds, Domain Indus-
tries, Inc., 215 North Knowles
Ave., Now Richmond, WI
54017.

026186... Henwood Feed Additives, Inc.,
211 We,.tern Rd., Box 577,
Lewisburg, OR 45338.

026282..... M At Livestock Prodtl&t CO.,
Eagle Grove, IA 60533.

027863.. Mattox & Moore, Inc., 1603 East
Riverside Dr,, Indianapolis,
IN 46207.

030804.-. Fasco Millu Co., Box 70, Route
34 Fast, MIendota, IL 01342,
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Drug Listing
No.: Firm name and address

032420--. Forbes Laboratories, 402 West
Lakeside St., Madison, WI
53715.

032707- Premier Malt Products. Inc.,
, ilwaukee, W" 53201.

033071__-_-Vita Plus Corp., 1508 West Bad-
ger Rd., P.O. Box 926. M61adi-
son, WI 53701.'

033999-- Protein Blenders, Inc., Box 631,
Hlghway 218 South, Iowa
City, 1A 52240.

034139_--_ Walnut Grove Products, Divi-
sion of W.R. Grace & Co., 201
Linn St., Atlantic, IA 50022.

034418_- Slmonsen Mill-Rendering Plant,
Inc.. Quimby. IA 51049. , ,

- 034500___ Land O'Lakes, Inc., Agricultural
Services, 2827 Eighth Avenue
South, Fort Dodge, IA 50501.

035369.-- Yoder Feed, Division of Yoder,
Inc., Kalona, IA 52247. -

035393.-_ Young's, Inc., Roaring Spring.
PA 16673.

036108--- Square Deal Fortification Co.,
Nouts, IN 46347.

037990--- Summit Hill Laboratories, P.O.
Box 1., Avalon, NJ 08202.

-'043426-.... The A. 0. Cooper Co., Humboldt,
NE 68376.

043727_-- Heinold Elevator Co., Inc.,
.Koutso IN 46347.

043728--- Balfour Guthrie & Co., Ltd., 315
Nofth 3r St., FPesno, CA93701.

043729__-- Nixon and Co., Kiewltt Plaza,
- Omaha, NE 88501.

043731 --- Agricultural & Veterinary Prod-
ucts Division, Abbott Labora-
torles, Abbott Park, North
Chicago, 21. 60064.

043732___- Westchester Veterinary Prod-
ucts, Inc., 180 Afamaroneck
Ave., White Plains, NY 10601.

043733--- -International Nutrition, Inc.,
6664,L St., Omaha, NE %8117.

043734--- Formica Laboratorles; 124.East
_ Fifth St., Little Rock, AR

72115.
043735__-- Gland-O-Lac Co., 1818 Leaven-

worth St., Omaha, NE 68102.
043737_--- Peter rand Foundation, 2 East

Madison St., Waukegan, IL
33142.

043738&__ .. cClellan Laboratories, Inc.,
19600 Sixth Ave., Lakeview,
CA 92353.

043743--- V.P.O., Inc., 4444 South 76th St.
Omaha, NE 68127.

043744-.- Farmers Feed & Supply Co.,
Ninth St. at Northwestern
Tracks, Tipton, IA 52772.

Part 511-New Animal Drugs for
Investigational Use

Au'roa=: Sees. 512, 701(a), 52 Stat.
1055, 82 Stat. 343-351; (21 U.S.C. 360b, 71
(a)), unless otherwise noted.

§ 511.1 New animal 'drugs for investi-
gational use exempt from section
512(a) of the act.

(a) New animal drugs for tests in vitro
and in laboratory ieearz. animals. (1)
A shipment or other delivery of a new
animal drug or animal feed bearing or
containing a new animal drug intended
solely for tests in vitro or in animals
used only for laboratory research pur-
poses shall be exempt from section 512
(a) and (m) of the act if it is labeled
as follows:

Caution. Contains a new animal drug for
investigational use only In laboratory re-

search animals or for tests In vitro, Not for
use in humans.

(2) The person distributing or caus-
ing the distribution of new animal drugs
for tests in vitro or in animals used only
for laboratory research purposes under
this exemption shall use due diligence to
assure that the consignee Is regularly'
engaged in conducting -such tests and
that the shipment of the new animal
drug will actually be used for tests in
vitro or in animals used only for labo-
ratory research.

(3) The person who Introduced such
shipment or who delivered the new ani-
mal druz for introduction into inter-
state commerce shall maintain adequate
records showing the name and post of-
fice address of the expert or expert or-
ganization to whoin the new animal drug
is shipped and the date, quantity, and
batch or code mark of each shipment
and delivery for a period of 2 years after
such shipment and delivery. Upon the
request of a properly authorized em-
ployee of the Department at reasonable
times, he shall make such records avail-
able for Inspection and copying.

(4) The exemption allowed in this
paragraph shall not apply to any new
animal drug intended for in vitro use in
the regular course of diagnosing or treat-
ing disease, including antibacterial sen-
sitivity discs impregnated with any new
animal drug or drugs, which discs are in-
tended for-use in determining suscepti-
bility of microorganisms to the new
animal drug or drugs.

(b) New animal drugs for clinicaZ in-
vestigatfon in animals. A shipment or
other delivery of a new animal drug or
an animal feed containing a new animal
drug intended for clinical nvestigational
use in animals shall be exempt from sec-
tion 512 (a) and (m) of the act if all
the following conditions are met:

(1) The label shall bear the
statements:

Caution. Contains a new animal drug for
use only in investigational animals In clin-
ical trials. Not for use in humans. Edible
products of Investigational animals are not
to be used for food unless authorization has
been granted by the U.S. Food and Drug
Administration or by the U.S. Department
of Agriculture.

In the case of containers too small or
otherwise unable to accommodate a label
with sufficient space to bear the caution
statements required by paragraphs Ca)
or (b) of this section, the statements may
be included on the carton label and
other labeling on or within the package
from which the new animal drug is to be
dispensed.

(2) The person or firm distributing or
causing the distribution of the new ani-
mal drug or animal feed containing a
new animal drug s'all use due diligence
to assure that the new animal drug or
animal feed containing a new animal
drug will actually be used for tests in
animals and is not used in humans.

(3) The person who introduced such
shipment.or who delivered the new ani-
mal drug or animal feed containing a
new animal drug for introduction into

interstate commerce shall maintain ade-
quate records showing the name and post
office address of the investigator to whom
the new animal drug or animal feed con-
taining a new animal drug is shipped and
the date, quantity, and batch or code
mark of each shipment and delivery for
a period of 2 years after'such shipment
and delivery. Upon the request of a prop-
erly authorized employee of the Depart-
ment. at reasonable times, such records
shall be made available for inspection
and copying.

(4) Prior to shipment of the new ani-
mal drug for clinical tests in animals, the
sponsor of the investigation shall submit
in triplicate to the Food and Drug Ad-
ministration a "Notice of Claimed Inves-
tigational Exemption for a New Animal
Drug" including a signed statement con-
taining the following information:

(I) The Identity of the new animal
drug.

(il) All labeling and other pertinent
information to be supplied to the
investigators.

(II) The name and address of each.?clinical Investigator.
(iv) The approximate number of ani-

mals to be treated (or if not available,
the amount of new animal drug to be
shipped).
(v) If the new animal drug is given to

food-producing animals, the statement
shall contain the following additional
Information:

(a) A commitment that the edible
products from such animals shall not be
used for food without prior authorization
in accordance with the provisions pre-
scribed in this section.

(b) Approximate dates of the begin-
ning and end of the experiment or series
of experiments.
(c) The maximum daily dose(s) to

be administered to a given species, the
size of animal, maximum duration of ad-
ministration, method(s) of administra-
tion, and proposed withdrawal time, if
any.

(5) Authorization for use of edible
products derived from a treated food-
producing animal may be granted under
the provisions of this section and when
the following specified conditions are
met, except that in the case of an animal
administered any unlicensed experimen-
tal veterinary biological product regu-
lated under the viruses, serums, toxins
statute (21 U.S.C., Chapter V, sec. 151 et
seq.) the product shall be exempt from
the requirements of this section when
U.S. Department of Agriculture approval
has been obtained as provided in 9 CPR
103.2. Conditional authorization may be
granted in advance of Identification of
the name(s) and address(es) of the clin-
ical investigator(s) as required by para-
graph (b) (4) (l11) of this section. In-
formation required for authorization
shall include, In addition to all other
requirements of this section, the
following:

(I) Data to show that consumption of
food derived from animals treated at the
maximum levels with the minlmmwith-
drawal periods, if any, specified in ac-
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cordance with paragraph (b) (4) (v) (c)
of this section, will not be inconsistent
with the public health; or

(fi) Data to show that food derived
from animals treated at the maximum
levels and with the minimum withdrawal
periods, If any, specified In accordance
with paragraph (b) (4) (v) (c) of this
section, does not contain drug residues
or metabolites.

(III) The name and location of the
packing plant where the animals will be
processed, except that this requirement
may be waived, on request, by the terms
of the authorization.
Authorizations granted under this sub-
paragraph do not exempt investigational
animals and their products from, com-
pliance with other applicable inspection
requirements.

(6) On written request of the Food
and Drug Administration, the sponsor
shall submit any additional information
reported to or otherwise receied by him
with respect to the investigation deemed
necessary to facilitate a determination
whether there are grounds in the inter-'
eat of public health for terminating the
exemption.

(7) The sponsor shall assure himself
that the new animal drug is shipped only
to Investigators whQ:

(i) Are qualified by scientific training
and/experience to evaluate the safety
and/or effectiveness of the new animal
drug.

(ii) Shall. maintain complete records
of the investigations, including complete
records of the receipt afnd disposition of
each shipment or delivery of the new
animal drug under investigation. Copies
of all records of the investigation shall be
retained by the investigator for 2 years
after the termination of the investigation
or approval of a new animal drug appli-
cation.

(ill) Shall furnish adequate and timely
reports of the investigation to the
sponsor.

(8) The sponsor:
(i) Shall retain all reports received

from investigators for 2 years after the
termination of the investigation or ap-
proval of a new animal drug application
and make such reports available to a
duly authorized employee of the Depart-
ment for inspection at all reasonable
times.

(if) Shall provide for current monitor-
ing of the investigation by a person qual-
ified by scientific training and experience
to evaluate information obtained from
the investigation, and shall promptly in-
vestigate and report to the Food and
Drug Administration and to all investi-
gators any findings associated with use
of the new animal drug that may suggest
significant hazards pertinent to the
safety of the new animal drug.

(iii) Shall not unduly prolon; distri-
bution of the new animal drug for in-
vestigational use.

(iv) Shall not, nor shall any person
acting for or on behalf of the sponsor.
represent that the new animal drug is
safe or effective for the purposes for
which It is under investigation. This re-

quirement is not intended to restrict the
full exchange of scientific information.

(v) Shall not commercially distribute
nor test-market the new ahimal drug un-
til a new animal drug application is ap-
proved pursuant to section 512 (c) of the
act.

(9) If the shipment or other deivery
of the new animal drug Is imported or
offered for importation into the United
States for clinical investigational use in
animals, it shall also meet the following
conditions:

Ci) The Importer of all such shipments
or deliveries is an agent of the foreign
exporter residing in the United States
or the ultimate consignee, which person
has, prior to such shipments and deliv-
eries, informed the Food and Drug Ad-
ministration of his intention to import
the new animal drug as sponsor in com-
pliance with the conditions prescribed in
this subdivision; or

(i) The new animal drug is shipped
directly to a scientific institution with
adequate facilities and qualified person-
nel to conduct labofatry or clinical in-
vestigations and is intended solely for
use in such institutions and which insti-
tution has submitted a statement as
sponsor'of the investigation.

(10) When requested by the agency,
the sponsor shall submit an environmen-
tal impact analysis report pursuant to
§ 6.1 of this chapter.

(c) Withdrawal of eligibility to receive
investigational-use new animal drugs.
(1) Whenever the Food and Drug Ad-
ministration has information indicating
that an investigator has repeatedly or
deliberately, failed to comply with the

-conditions of these exempting regula-
tions or has submitted false information
either to the sponsor of the investigation
or in any required report, the Director of
the Bureau of Veterinary Medicine will
furnish the investigator written notice of
the matter complained .of in general
terms and offer him an opportunity to
explain the matter in an informal con-
ference and/or in writing. If an expla-
nation is 6ffered but not accepted by the
Bureau of Veterinary Medicine, the
Commissioner will provide the nvesti-

'-ator an opportunity for an informal
hearing on the question of whether the
investigator is entitled to receive investi-
gational-use new animal drugs, if the
hearing is requested within 10 days after
receipt bf notification that the explana-
tion is not acceptable.

(2) If, after evaluating all available
information including any explanation
and assurance presented by the investi-
gator, the Commissioner determines that
the investigator has repeatedly or delib-
erately failed to comply with the condi-
tions of the exempting regulations in
this section or has repeatedly or deliber-
ately submitted false Information to the
sponsor of an investigation and has
failed to furnish adequate assurance that
the conditions of the exemption will be
met, the Commissioner will notify the
investigator and the sponsor of any in-
vestigation in which he has been named
as a participant that the investigator is
not entitled to receive investigational-

use new animal drugs with a statement
of the basis for such determination.

(3) Each "Notice of Claimed Investi-
gational Exemption for a New Animal
Drug" and each approved new animal
drug application containing data report-
ed by an investigator who has been de-
termined to be ineligible to receive in-
vestigational-use new animal drugs will
be examined to determine whether he
has submitted unreliable data that are
essential to the continuation of the in-
vestigation or essential to the approval
of any new animal drug application.

(4) If the Commissioner determines
after the unreliable data submitted by
the investigator are eliminated from con-
sideration that the data remaining are
inadequate to support a conclusion that
it is reasonably safe to continue the in-
vestigation, he will notify the sponsor
and provide him with an opportunity for
a conference in accordance with para-
graph (d) of this section, If an imminent
hazard to the public health exists, how-
ever, he shall terminate the exemption
forthwith and notify the sponsor of the
termination. In such event the Com-
missioner, on request, will afford the
sponsor an opportunity for an Informal
hearing on the question of whether the
exemption should be reinstated.

(5) If the Commissioner determines,
after the unreliable data submitted by
the investigator are eliminated from con-
sideration, that the data remaining are
such that a new animal drug application
would not have been approved, he will
proceed to withdraw approval of the ap-
plication in accordance with section
512 (e) of the act.

(6) Afi investigator who has been de-
termined to be ineligible may be rein-
stated as eligible to receive investiga-
tional-use new animal drugs when the
Commissioner determines that he has
presented adequate assurance that he
will employ such new animal drugs sole-
ly in compliance with the exempting
regulations in this section for investiga-
tional-use new animal drugs.
(d) Termination of exemption. If the

Commissioner finds that:
(1) The sponsor of the investigation

has failed to comply with any of the
conditions for the exemption estab-
lished under this section, .or

(2) The continuance of the investiga-
tion Is unsafe or otherwise contrary to
the public interest or the drug Is being
or has been used for purposes other
than bona fide scientific Investigation, he
shall notify the sponsor and invite his
immediate correction. A conference will
-will be arranged if requested. If the con-
ditions of the exemptfon are not Imme-
diately met, the Commissioner shall
notify the sponsor of the termination
of the exemption and the sponsor shall
recall or have destroyed the unused sup-
plies of the new animal drug.
(e) Statements and requests. "No-

tice(s) of Claimed Investigational Ex-
emption for a New Animal Drug" and
requests for authorization to use inves-
tigational animals and their products for
food should be addressed to the Depart-
ment f Health, Education, and Welfare,
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Food and Drug Administration, Bureau
of Veterinary Medicine, 5600 Fishers
Lane, Rockville, MD 20852.

PART 514-NEW ANIMAL DRUG
APPLICATIONS

Subpart A-General Provisions

Sec.
514.1 Applications.
514.2 Applications for animal feeds bear-

lng or containing new animal
drugs.

514.6 Amended applications.
514.7 Withdrawal of applications without

. prejudice.
514_8 Supplemental new animal drug ap-

plications.
514.9 Supplemental applications for an-

, imal feeds bearing or containing
new animal drugs.

514.10 Confidentiality of data and infor-
mation in an investigational new
animal drug notice and a new an-
linal drug application file for an
antibiotic drug.

514.11 Confidentiality of data and infor-
mation in a new animal drug ap-
plication file.

514.12 Confidentiality of data and infor-
mation in an investigational new
anima drug notice.

514.15 Untrue statements in applications.
514.50 Requests for certification, check

- tests and .assays, and working
standards for animal drugs sub-
ject to section 512(n) of the act:
-information and samples required.

514.51 Certification of animal drugs sulb-
ject to section 512(n) of the act.

514.55 Forms for certiffcation or exemption
" of antibiotic drugs for animal use

subject to section 512(n) of the
act.

514.60 Fees for certification of animal
drugs subject to section 512(n)
of the act.

- - Subpart B-Administrative Actions on
Applications

514.100 Evaluation and comment on appli-
catiofls.

514.105 Approval of applications.
514110 Reasons for refusing to file appli-

cations.
514.111 Refusal to approve an application.
514.115 Withdrawal of approval of applica-

tions.
514.116 Notice of withdrawal of approval

of application.
514.120 Revocation of order refusing to ap-

prove an application or suspend-
ing or withdrawing approval of an
application.

514.121 Service of notices and orders.
514.150 Conditions on the effectiveness of

certificates for animal drugs sub-
Ject to section 512(n) -of the act.

514.155 Suspension of certification service
for sponsors of animal drugs.

514.160 Disposition of outdated animal
drugs subject to section 512(n) of
the act.

Subpart C-Hearing Procedures
514.200 Contents of notice of opportunity

for a hearing.
514.201 Failure to file an appearance.
514.202 Appearance of applicant.
514.203 Administrative Law Judge.
51420 4 Prehearing and other conferences.

,514.205 Transcript of testimony.
514.206 Oral and written arguments.
514.210 Hearing procedure, animal drugs.

Subpart D-Evidence
514.220 Submission of documentary evi-

- dence in advance.
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Sec.
514.221 Excerpts from documentary evi-

dence.
,14.222 Submission and receipt of evidence.

Subpart E-Findings of Facts and Order
514.230 Tentative order.
514.231 Exceptions to the tentative order.
514.232 Issuance of final order.

Subpart F-Judicial Review
514.235 Judicial review.

AuHoRrery: Secs. 512 (1), (n). 701(a). 52
Stat. 1055: 82 Stat. 343-351 (21 U.S.C. 3G0b
(1), (n)), unless otherwise noted.

Subpart A-General Provisions
§ 514.1 Applications.

(a) Applications to be filed under sec-
tion 512(b) of the act shall be submitted
in the form described In paragraph (b)
of this section. If any part of the ap-
plication is in a foreign language, an
accurate and complete English trans-
lation shall be appended to such part.
Translations of literature printed in a
foreign language shall be accompanied
-by copies of the original publication. The
application must be signed by the appli-
cant or by an authorized attorney, agent,
or official. If the applicant or such au-
thorized representative does not reside
or have a place of business within the
United States, the application mustalso
furnish the name and post office ad-
dress of, and must be countersigned by,
an authorized attorney, agent, or official
residing or maintaining a place of busi-
ness Within the United States. Pertinent
information may be incorporated in. and
will be considered as part of, an appli-
cation on the basis of specific reference
to such information, Including informa-
tion submitted under the provisions of
§ 511.1 of this chapter, in the files of the
Food and Drug Administration; however,
the reference must be specific in Identi-
fying the information. Any reference to
information furnished by a person other
than the applicant may not be consid-
ered unless its use Is authorized in a
written statement signed by the person
who submitted it.

(b) Applications for new animal drugs
shall be submitted in" triplicate and as-
sembled in the manner prescribed by
paragraph (b) (15) of this section, and
shall include the following Information:

(1) Identification. Whether the sub-
mission is an original or supplemental
application; the name and the address
of the applicant; the date of the applica-
tion; the trade name(s) (if one has been
proposed) and chemical name(s) of the
new animal drug. Upon receipt, the ap-
plication will be assigned a number
NADA ------ which shall be used for
all correspondence with respect to the
application.

(2) Table of contents and summary.
The application shall be organized in a.
cohesive fashion, shall contain a table of
contents which Identifles the data and
other material submitted, and shall con-
tain a well-organized summary and eval-
uation of the data in the following form:

(I) Chemistry:
(a) Chemical structural formula or

description for any new animal drug
substance.
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(b) Relationship to other chemically
or pharmacologically related drugs.

(c) Description of dosage form and
quantitative composition.

(ii) Scientific rationale and purpose
the new animal drug is to serve:

(a) Clinical purpose.
(b) Highlights of laboratory studies:

The reasons why certain types of studies
were done or omitted as related to the
proposed conditions of use and to in-
formation already known about this cl
of compounds. Emphasize any unusual or
particularly significant pharmacological
effects or toxicological findings.

(c) Hlghights of clinical studies: The
rationale of the clinical studyplan show-
ing why types of studies were done,

amended, or omitted as related tlabora-
tory studies and prior clinical experience.

(d) Conclusions: A short statement of
conclusions combining the major points
of effectiveness and safety as they relate
to the use of the new animal drug.

(3) Labeling. Three copies of each
piece of all labeling to be used for the
article (total of 9).

(I) All labeling should-be identified to
show its position on, or the manner in
which it Is to accompany the market
package.

(i) Labeling for nonprescription new
animal drugs should include adequate di-
rections for use by the layman under all
conditions of use for which the new
animal drug Is intended, recommended,
or suggested in any of the labeling or
advertising sponsored by the applicant.

(1il) Labeling for prescription veter-
inary drugs should bear adequate in-
formation for use under which veterinar-
ians can use the new animal drug safely
and for the puroses for which it is in-
tended, including those purposes for
which It Is to be advertised or repre-
sented, in accord with § 201.105 of this
chapter.

(iv) All labeling for prescription or
nonprescription new animal drugs shall
be submitted with any necessary use
restrictions prominently and conspicu-
ously displayed.

(v) Labeling for new animal drugs in-
tended for use in the manufacture of
medicated feeds shall include:

(a) Specimens of labeling to be used
for such new animal drug with adequate
directions for the manufacture and use
of finished feeds for all conditions for
which the new animal drug Is intended,
recommended, or suggested in any of the
labeling, including advertising, spon-
sored by the applicant

(b) Specimens of all labeling repre-
sentative of those proposed to be used
for finished feeds manufactured from the
new animal drug.

(vi) Draft; labeling may be submitted
for preliminary consideration'of an ap-
plication. Final printed labeling will ordi-
narily be required prior to approval of
an application. Proposed advertising for "
veterinary prescription drugs maybesub-
mitted for comment or approval.

(4) Components and composition. A
complete list of all articles used for pro-
duction of the new animal drug includ-
ing a full list of the composition of each
article:
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(i) A full list of the articles used as
components of the new animal drug. This
list should include all substances used
in the synthesis, extraction, or other
method of preparation of any new ani-
mal drug and in the preparation of the
finished dosage form, regardless of
whether they undergo chemical change
or are removed in the process. Each com-
ponent should be Identified by its estab-
lished name, if any, or complete chem-
ical name, using structural formulas
when necessary for specific identifica-
tion. If any proprietary name is used, it
should be followed by a complete quan-
titative statement of composition. Rea-
sonable alternatives for any listed com-
ponent may be specified.

(ii) A full statement of the composi-
tion of the new animal drug. The state-
ment shall set forth the name and
amount of each ingredient, whether ac-
tive or not, contained in a stated quan-
tity of the new animal drug in the form
in which it is to be distributed (for ex-
ample, amount per tablet or milliliter)
and a batch formula representative of
that to be employed for the manfacture
of the finished dosage form. All compo-
nents should be included in the batch
formula regardless of whether they ap-
pear in the finished product. Any calcu-
lated excess of an ingredient over the
label declaration should be designated as
such and percent excess shown. Reason-
able variation may be specified.

(fii) If it Is a new animal drug pro-
duced by fermentation:

(a) Source and type of microorga-
nism used to produce the new animal
drug.

(b) Composition of media used to pro-
duce the new animal drug.

(c) Type of precursor used, if any, to
guide or enhance production of the anti-
biotic during fermentation.

(d) Name and composition of preserv-
ative, if any, used in the broth.

(e) A complete description of the ex-
traction and purification processes in-
cluding the names and compositions of
the'solvents, precipitants, ion exchange
resins, emulsifiers, and all other agents
used.

(f) If the new animal drug is produced
by a catalytic hydrogenation process
(such as tetracycline from chlortetra-
cycline), a complete description of each
chemical reaction with graphic formulas
used to produce the new animal drug,
including the names of the catalyst used,
how It Is removed, and how the new ani-
mal drug is extracted and purified.

(5) Manufacturing methods, facilities,
and controls. A full description of the
methods used in, and the facilities and
controls used for, the manufacture, proc-
essing, and packing of the new animal
drug. This description should include full
information with respect to any new
animal drug In sufficient detail to permit
evaluation of the adequacy of the de-
scribed methods of manufacture, proc-
essing, and packing, and the described
facilities and controls to determine and
preserve the identity, strength, quality,
and purity of the new animal drug, and
the following:
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(i) If the applicant does not himself
perform all the manufacturing, proc-
essing, packaging, labeling, and control
operations for any new animal drug, he
shall: Identify each person who will per-
form any part of such operations and
designate the part; and provide a signed
statement from each such person fully
describing, directly or by reference, the
methods, facilities, and controls he will
use in his part of the operation. The
statement shall include a commitment
that no changes will be made without
prior approval by the Food and Drug
Administration, unless permitted under
§ 514.8.

Cfi) A description of the qualifications,
Including educational background and
experience, of the technical and profes-
sional personnel who are responsible for
assuring that the new animal drug has
the identity, strength, quality, and purity
it purports or is represented to possess,
and a statement of their responsibilities.

(iii) A description of the physical fa-
cilities including building and equip-
ment used in manufacturing, processing,
packaging, labeling, storage, and control
onerations..

(iv) The methods used in the syn-
thesis, extraction, isolation, or purifica-
tion of any new animal drug. When the
specifications and controls applied to
such new animal drugs are inadequate In
themselves to determine Its identity,
strength, quality, and purity, the meth-
ods -should be described in sufficient
detail, including quantities used, times,
temperature, pH, solvents, etc., to de-
termine these characteristics, Alterna-
tive methods or variations in methods
within reasonable limits that do not af-
fect such characteristics of the new ani-
mal drug may be specified. A flow sheet
and indicated equations should be sub-
mitted when needed to explain the proc-
ess.

(v) Precautions to insure proper Iden-
tity. strength, quality, and purity of the
raw materials, whether active or not,
including:

(a) The specifications for acceptance
and methods of testing for each lot of
raw material.

(b) A statement as to whether or not
each lot of raw materials is glven a serial
number to identify it. and the use made
of such numbers in subsequent plant op-
erations.

(vi) The instructions used in the man-
ufacturing, processing, packaging, and
labeling of each dosage form of the new
animal drug, including:

(a) The method of preparation of the
master formula records and individual
batch records and the manner in which
these records are used.

(b) The number of individuals check-
ing weight or volume of each individual
ingredient entering into each batch of
the new animal drug.
' (c) A statement as to whether or not

the total weight or volume of each batch
is determined at any stage bf the manu-
facturing process subsequent to making
up a batch according to the formula card
and, if so, at what stage and by whom It
is done.

(d) The precautions used In checking
the actual package yield produced from
a batch of the new animal drug with the
theoretical yield. This should Include a
description of the accounting for such
items as discards, breakage, etc., and the
criteria used in accepting or rejecting
batches of drugs In the event of an un-
explained discrepancy.

(e) The precautions used to assure that
each lot of the new animal drug Is pack-
aged with the proper label and labeling,
Including provisions for labeling storage
and inventory control.

(f) Any special precautions used in the
operations.

(vii) The analytical controls used dur-
ing the various stages of the manufactur-
ing, processing, packaging, and labeling
of the new animal drug, including a de-
tailed description of the collection of
samples and the analytical procedures
to which they are subjected. The ana-
lytical procedures should be capable of
determining the active components
within a reasonable degree of accuracy
and of assuring the Identity of such com-
ponents.

(a) A description of practicable moth-
ods of analysis of adequate sensitivity to
determine the amount of the new animal
drug in its final dosage form Including
finished feeds and In drinking water
should also be Included. Methods should
be included for any premix or other
intermediate mix for such drugs. Where
two or more active ingredients are in-
cluded, methods should be quantitative
and specific for each active Ingredient,

(b) If the article is one that Is repre-
sented to be sterile, the same information
with regard to the manufacturing, proc-
essing, packaging, and the collection of
samples of the drug should be given for
sterility controls. Include the standards
used for acceptance of each lot of the fin-
Ished drug.

(viii) An explanation of the exact
significance of any batch Control num-
bers used In the manufacturing, process-
ing, packaging, and labeling of the new
animal drug, Including such control
numbers that may appear on the label
of the finished article. State whether
these numbers enable determination of
the complete manufacturing history of
the product. Describe any methods used
to permit determination of the distribu-
tion of any batch If Its recall Is required.

(ix) Adequate Information with respect
to the characteristics of and the test
methods employed for the container,
closure, or other component parts of the
drug package to assure their suitability
for the intended use.

(x) A complete description of, and data
derived from, studies of the stability of
the new animal drug, including informa-
tion showing the suitability of the ana-
lytical methods used. Describe any addi-
tional stability studies underway or
planned. Stability data should be sub-
mitted for any new animal drug, for the
finished dosage form of the new animal
drug in the container in which it Is to
be marketed, including any proposed
multiple-dose container, and, If it is to
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be put into solution at-the time of dis-
pensing, for the solution prepared as
directed. If the data indicate that an
expiration date is needed to preserve the
identity, strength, quality, and purity of
the new animal drug until it is used, the
-appliant shall propose such expiration
date. If no expiration -date is proposed the
applicant must justify its absence.

(xi) Additional procedures employed
which aie. designed to prevent contam-
ination and otherwise assure proper con-
trol of the product. An application may
be refused unless it includes adequate
information showing that the methods
used in, and the facilities and controls
used for, the manufacturing, processing,
and packaging of the new animal drug
are -dequate to preserve its identity,
strength; quality, and purity in conform-
ity with good manufacturing practice
and identifies each establishment, show-
ing the location of-the plant conducting
these-operations.

(6) Samples. Samples of the new ant-
mal drug and articles used as components
and information concerning them may
be requested by the Bureau of Veterinary
Medicine as follows:

(1) Each sample shall consist of four
identical, separately packaged subdivi-
Rions, each containing at least three times
the amount required towperform the lab-
oratory test procedures described in the
application to determine compliance with
its control specifications for identity and
assays. Each of the samples submitted
shall be appropriately packaged- and
labeled to preserve its characteristics, to
identify the material and the quantity in
each subdivision of the sample,' and to
identify each subdivision with the name
of the applicant and the new animal drug
application to which it relates. Included
are:

(a) A sample or samples of any refer-
ence standard and blank used-in the
procedures described. in the application
for assaying each new animal drug and
other assayed components of the finished
new animal drug.

(b) A representative sample or samples
of each strength- of the finished dosage
form proposed in the appliration and
employed tin the clinical investigations
and a representative sample or samples
of each new animal drug from the
batch(es) employed in the production of
such dosage form-

(c) A representative sample or samples
of finished- market packages of each
strength of the dosage form -of the new
animal drug prepared for initial market-
ing and, if any such sample is not from

* a representative commercial-scale pro-
duction batch, such a sample from a
representative commercial-scale produc-
tion batch, and a representative sample
or samples of each new animal drug from
the batch(es) employed in the production
of such dosage form. provwded that in
the case of new animal drugs marketed in
large packages the sample should con-
tain only three times a sufficient quantity
of thenew animal drug to allow for per-
forming the control tests for drug iden-
tity and assays.

() The following information shall be
included for the samples when requested:

(a) For each sample submitted, full in-
formation regarding its identity and the
origin of any new animal drug contained
therein (including a statement whether
It was produced on a laboratory, pilot-
plant, or full-production scale) and
detailed results of all laboratory tests
made to determine the identity, strength,
quality, and purity of the batch repre-
sented by the sample, including assays.

(b) For any reference standard sub-
mitted, a complete description of its
preparation and the results of all labora-
tory tests on it. If the test methods used
differed from those described in the ap-
plication, full details of the methods em-
ployed in obtaining the reporting results.

(7) Analytical metlwds for residues.
Applications for hew animal drugs shall
include a description of practicable
methods for determining the quantity, If
any, of such drug in or on food, and
any substance formed in or on food be-
cause of Its use, and the proposed toler-
ance or withdrawal period or other use
restrictions for such drug If any toler-
ance or withdrawal period or other use
restrictions are required in order to as-
sure that the proposed use of such drug
will be safe. When data or other adequate
information establish that It is not rea-
sonable to expect the new animal drug
to become a component of food, assay
methodology is not required.

(I) The kind of Information required
by this subdivision may include: Com-
plete experimental protocols for deter-
mining drug residue levels in the edible
products, and the length of time required
for residues to be eliminated from such
products following the drug's use; residue
studies conducted under appropriate
(consistent with the proposed usage)
conditions of dosage, time, and route of
administration to show levels, If any, of
the drug and/or Its metabolites in test
animals during and upon cessation of
treatment and at intervals thereafter in
order to establish a disappearance curve;
if the drug is to be used In combination
with other drugs, possible effects of in-
teraction demonstrated by the appropri-
ate disappearance curve or depletion
patterns after drug withdrawal under
'appropriate (consistent with the pro-
posed usage) conditions of dosage, time,
and route of administration; if the drug
is given in the feed or water, appropriate
consumption records of the medicated
feed or water and appropriate perform-
ance data in the treated animal; if the
drug is to be used in more than one
species, drug residue studies or appropri-
ate metabolic studies conducted for each
species that is food-producing. To pro-
vide these data, a sufficient number of

- birds or animals should be used at each
sample interval. Appropriate use of
labeled compounds (e.g. radioactive
tracers), may be utilized to establish
metabolism and depletion curves. Drug
residue levels ordinarily should be deter-
mined in-muscle, liver, kidney, and fat
and where applicable, In skin, milk, and

eggs (yolk and egg white). As a part; of
the metabolic studies, levels of the drug
or metabolite should be determined in
blood where feasible. Samples may be
combined where necessary. Where resi-
dues are suspected or known to be pres-
ent in litter from treated animals, it may
be necessary to include data with respect
to such residues becoming components
of other agricultural commodities be-
cause of use of litter from treated
animals.

(I) If such new animal drug is one
which has been shown to induce cancer
when ingested by man or animal or after
other tests which are appropriate for the
evaluation of the safety of such drug and
the Secretary is requested to find that,
under the conditions of use specified in
the proposed labeling and reasonably
certain to be followed in practice, such
drug will not ad7ersely affect the animals
for which It is intended and that no
residue of such drug will be found in
any edible portion of such animals after
slaughter or in any food yielded by or
derived from the aninal methods of
analysis shall be submitted n such form
as to be suitable for publication in the
FErDEAL REzcTsn.

(8) Evidence tb establis& safety and
effectiveness. (I) An applicatior may be
refused uhless It contains full reports of
adequate tests by all methods reasonably
applicable to show whether or not the
new animal drug Is safe and effective for
use as suggested in the proposed labeling.

(I) An application may be refused
unless It includes substantial evidence,
consisting of adequate and well-
controlled investigations, including field
investigation, by experts qualified by
sclentiflc training and experience to
evaluate the effectiveness of the new anf-
mal drug involved, on the basis of which
It could fairly and reasonably be con-
cluded by such experts that the new
animal drug will have the effect it pur-
ports or is represented to have under the
conditions of use prescribed, recom-
mended, or suggested in the proposed
labeling.

(Ill) An application may be refused
unless it contains detailed reports of the
investigations, including studies made on
laboratory animals, in which the purpose,
methods, and results obtained are clearly
set forth of acute, subacute, and chronic
toxicity, and unless It contains appro-
priate clinical laboratory results related
to safety and efficacy. Such information -

-should include Identification of the per-
son who conducted each investigation, a
statement of where the investigations
were conducted, and where the raw data
are available in the application.

(1v) All information pertinent to an
evaluation of the safety and effectiveness
of the new animal drug received or other-
wise obtained by the applicant from any
source, including information derived
from other investigations or commercial
marketing (for example, outside the
United States), or reports in the scien-
tific litrature, both favorable and un-
favorable, involving the new animal drug

. FEDERAL REGISTER, VOL 40, NO. 60-THURSDAY, MARCH 27, 1975

13827



RULES AND REGULATIONS

that is the subject of the application and
related new animal drugs shall be sub-
mitted. An adequate summary may be ac-
ceptable in lieu of a reprint of a pub-
lished report that only supports other
data submitted. Include any evaluation
of the safety or effectiveness of the new
animal drug that has been made by the
applicant's veterinary or medical depart-
ment, expert committee, or consultants.

(v) If the new animal drug is a com-
bination of previously investigated or
marketed new animal drugs, an adequate
summary of preexisting information
from preclinical and clinical investiga-
tion and experience with its components,
including all reports received or other-
wise obtained by the applicant suggest-
ing side effects, contraindications, and
ineffectiveness in use of such compo-
nents, shall be submitted. Such sum-
mary should include an adequate bib-
llography of publications about the
components and may incorporate by
reference information concerning such
components previously submitted to the
Food and Drug Administration by the
applicant; with written authorization,
information may also be incorporated
from the material that another appli-
cant has on file with the Food and
Drug Administration. Each ingredient
designated as active In any new animal
drug combination must make a contribu-
tion to the effect in the manner claimed
or suggested in the labeling, and, if in
the absence of express labeling claims of
advantages for the combination such a
product purports to be better than
either component alone, It must be es-
tablished that the new animal drug has
that purported effectiveness.

(vi) An application shall include a
complete list of the names and post of-
fice addresses of all investigators who
received the new animal drug. This may
be incorporated in whole or in part by
reference to information submitte'd un-
der the provisions of § 511.1 of this
chapter.

(vii) Explain any omission of reports
from any investigator to whom the in-
vestigational new -animal drug has been
made available. The unexplained omis-
sion of any reports of investigations
made with the new animal drug by the
applicant or submitted to him by an in-
vestigator or the unexplained omission
of any pertinent reports of investiga-
tions or clinical experience received or
otherwise obtained by the applicant
from published literature or other
sources that would bias an evaluation of
the safety of the- new animal drug or its
effectiveness in use, constitutes grounds
for the refusal or withdrawal of the ap-
proval of an application.

(9) New animal drugs subject to sec-
tion 512(n) of the act. If the application
is for a new animal drug subject to the
certification provisions of section 512(n)
of the act and the drug Is included
in regulations promulgated under sec-
tion 507 of the act, the applicant may be
exempted from the submission of some
of the Information required by para-
graph (b) (8) of this section if the appli-
cation includes data adequate to prove

that the new animal drug is comparable
to the new.animal drug for which derti-
fication has been previously provided.

(10) Supplemental applications. If It
is a supplemental application; full In-
formation shall be submitted on each
proposed change concerning any state-
ment made in the approved application.

(11) Applicant's commitment. It is un-
derstood that the labeling and advertis-
ing for the new animal drug will pre-
scribe, recommend, or suggest its use
only under the conditions stated in the
labeling which is part of this applica-
tion and if the article Is a prescription
new animal drug, it Is understood that
any labeling which furnishes or purports
to furnish information for use or which
prescribes, recommends, or suggests a
dosage for use of the new animal drug
will also contain, in the same language
and emphasis, information for its use
including indications, effects, dosages,
routes, methods, and frequency and
duration of administration, any relevant
hazards, contraindications, side effects,
and precautions contained in the label-
ing which is part of this application. It
is understood that all representations in
this application apply to the drug pro-
duced until changes are made in con-
formity with § 514.8.

(12) Additional commitments. (i) New
animal drugs as defined in § 510.3 of this
chapter, intended for use in the manu-
facture of animpl feeds in any State will
be shippedi only to persons who may re-
ceive such drugs in accordance with
§ 510.7 of this chapter.

(i) The methods, facilities, and con-
trols described under Item 5 of this ap-
plication conform to the current good
manufacturing practice regulations In
Subchapter C of this chapter.

(13) [Reserved]
(14) Environmental impact analysis

report. The applicant is required to sub-
mit an environmental impact analysis
report analyzing the environmental im-
pact of the manufacturing process and
the utlimate use or consumption of the
new animal drug pursuant to § 6.1 of
this chapter.

(15) Assembling and binding the ap-
plication. Assemble and bind three copies
of the original application as follows:. (i) Obtain folders from the Food and
Drug Administration. Bureau of Veteri-
nary Medicine. 5600 Fishers Lane. Rock-
ville, MD 20852, for binding triplicate
copies of the new animal drug applica-
tion. Approximately 2 Inches of material
may be bound In each folder.

(i) Bind the original or ribbon copy
of the appli6ation in a blue folder. This
will be copy No. 1 and should be a com-
plete copy. *

(fit) Bind an Identical copy in a red
folder, copy No. 2, and an identical copy-
In a yellow folder, copy No. 3.

(iv) Identify each front cover with the
name of the applicant and the name of
the new animal drug.

(v) Use separate pages or sets of pages
for each -numbered heading consistent
with paragraph (b) (1)"through (12) of
this section. Number the pages of the
new animal drug application. Each copy

should bear the same page numbering.
(vi) The labeling should be distributed

in the three copies of the application as
follows: One set of labeling in copy No.
1, one set in copy No. 2, and one set in
copy No. 3.

(vii) Submit separate applications for
each different dosage form of the drug
proposed. Repeating in each application
basic information pertinent to all dosage
forms is unnecessary if reference Is made
to the application containing such Infor-
mation. Include In each application in-
formation applicable to the specific
dosage form, such as labeling, composi-
tion, stability data, and method of
manufacture.

(viii) Forward amendments, supple-
mentsreports, and other correspondence
submitted after the original application
in these folders and this format if they
contain sufficient material. The front
cover of these submissions should be
identified with the name of the appli-
cant, the name of the new animal drug,
and the new animal drug application
number, if known.'

(c) When a new animal drug appli-
cation is submitted for a new animal drug
which has a stimulant, depressant, or
hallucinogenic effect on the central nerv-
ous system, If It appears that the drug
has a potential for abuse, the Commis-
sioner shall forward that information to
the Attorney General of the United
States.
§ 514.2 Applications for animal feeds

bearing or containing now animal
drugs.

Applications for animal feeds bearing
or containing new animal drugs shall be
submitted In triplicate on the Form FD-
1800 6-68. Applications will be completed
following the instructions printed on this
form and will contain:

(a) A full statement of the composi-
tion of the animal feed. This requirement
may be fulfilled by the declaration of
the composition on the labeling submitted
with the application.

(b) A statement that the proposed use
of the animal feed described conforms
to the applicable regulation published In
accordance with section 512(1) of the act.

(a) A fully completed application
Form FD-1800 signed by an authorized
representative of the firm.

(d) One copy of the final printed
labeling attached to each copy of the
FD-1800.
§ 514.6 Amended applications.

The applicant may submit an amend-
ment to an application that is pending,
including changes that may alter the
conditions of use, the labeling, safety, ef-
fectiveness, identity, strength, quality, or
purity of the drug or the adequacy of the
manufacturing methods, facilities, and
controls to preserve them, in which case
.the unamended application may be con-
sidered as withdrawn and the amended
application may be considered resub-
mitted on the date on which the amend-
ment is received by the Food and Drug
Administration. The applicant will be
notified of such date.
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§ 514.7 'Withdi-awal of applications widt-
out prejudire.

The sponsor may withdraw his pend-
ing application from consideration as a
new animal drug application upon writ-
ten notification to the Food and Drug
Administration. Such withdrawal may
be made without prejudice to a future
fiing. Upon resubmission, the time limi-
tation'wil begin to run from the date
the resubmission is received by the Food
and Drug Administration. The original
application will be retained by the Food
and Di-ug Administration although it is
considered withdrawn. The applicant
.shall be furnished a copy at cost on

request. -

§ 514.8 Supplemental new animal drug
.applications.

(a) (1) After a new animal drug appli-
cation is approved, a supplemental new
animal drug application may propose
changes. A supplemental application may
omit statements made in the approved
-application concerning which no change
is proposed. Each supplemental applica-
tion shall include up-to-date reports of
any of the kinds of information required
by § 510.300(a) of this chapter that has
not previously been submitted. A supple-
m6ntal application proposing substan-
tial changes which may affect the quality
of the human environment shall be ac-
companied by an environmental impact
analysis report pursuant to § 6.1 of this
chapter.

(2) A supplemental new animal drug
application shall be submitted for any
change beyond the variations'provided
for in the application, including changes
in the scale of production such as from
pilot-plant to production batch, that
may alter the conditions of use, the
labeling, safety, effectiveness, identity,
strength, quality, or purity of the new
animal drug, or the addquacy of the
manufacturing methods, facilities, or
controls to preserve them.

(3) If it is a prescription" drug, any
mailing or -promotional piece -used after
the drug is placed on the market is label-
Ing requiring a supplemental application,
unless:

(I) The parts of the labeling furnish-
ing directions, warnings, and information
for use of the drug are the same in lan-
guage and emphasis as labeling approved
-or permitted; and

(ii) Any other parts of the labeling
are consistent with and not contrary to
such approved or permitted labeling.

(4) The supplemental application
shall be submitted as follows-A com-
munication proposing a change in a new
animal drug application should provide
for any one of the following kinds of
changes:

(i) Revision in labeling, ,uch as up-
dating information pertaining to effects,
dosages, and side effects and contraindi-

- cations, which includes information
headed "side effects," "warnings," pre-
cautions," and "contraindications."
(iL Addition of claim.
(iii) Revision in manufacturing or

control procedures; for example, changes
in comlonents, composition, method of
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manufacture, analytical control pro-
cedures, package or tablet size, etc.

(iv) Change in manufacturing facili-
ties.

(v) Provision for outside firm to par-
ticipate in the preiaration, distribution,
or packaging of a new animal drug (new
distributor, packer, supplier, manufac-
turer, etc.); one firm per submission.
Any number of changes .may be sub-
mitted at any one time; but if they fall
into different categories as listed in
paragraph (a) (4) (1) through (v) of this
section, the proposed changes should
be covered by separate communications.
Where, however, a change necessitates
an overlap in categories, It should be
submitted in a single communication.
For example, a change in tablet potency
would require other changes such as in
components, composition, and labeling
and should be submitted in a sIngle
communication.

(5) The following kinds of changes
may be placed into effect without the
approval of a supplemental application,
if such change is fully described In the
next periodic report required under
§ 510.300(b) (4) of this chapter or, when
such a report is not required, In a written
communication to the Food and Drug
Administration within 60 days of the
effective date of the change (this does
not apply to a change proposed because
of any mixup or any bacteriological or
significant chemical, physical, or othei
change or deterioration In the drug or
any failure of one or more distributed
batches of the drug to meet Its specifi-
cations) :

(I) A different container size for solid
oral dosage forms where container and
closure are of the same materials as those
provided for in the approved application.

(i) Change in personnel not involving
new facilities.

(il) Change in equipment that does
not alter the method of manufacture of
a new animal drug.

(iv) Change from one commercial
batch size to another without any change'
in manufacturing procedure.

(v) Change to more stringent specif-
cation without altering the method de-
scribed in the approved application.

(vi) Inclusion , of additional specifia-
tions and methods without deletion of
those described in the approved appllca
tion.

(vi) Alteration of specifications or
methods-for inactive ingredients to bring
them into compliance with new or re-
vised specifications or methods In an of-
ficial compendium.

(viii) Initiation of a product identifi-
cation coding system.

(ix) Addition to labeling of a reason-
able expiration date where none was pre-
viously used, with related conditions of
drug storage when appropriate, except
when evidence shows that a significant
deterioration of the drug under market-
ing conditions has occurred which neces-
sitates the immediate submission of a
report under § 510.300(b) (1) of this
chapter: The report or written commu-
nication describing such change in
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labeling should include stability data
justifying the expiration date and rec-
ommended conditions of storage.

(x) Change from paper labels to direct
printing on glass or other kinds of im-
mediate containers without a change in
text

(6) Approval of a supplemental new
animal drug application, will not be re-
quired to provide for an additional dis-
tributor to distribute a drug which is the
subject of an approved new animal drug
application If the conditions described
below are met prior to putting such a
change into effect. An order may issue
refusing approval if any condition is not
met or if any of the reasons for refusing
or withdrawing approval, as stated in
section 512 (d) and (e) of the act or
§ 5i4.110 applies. For the purposes of
maintaining records and making reports
under the requirements of § 510.300 of
this chapter, a distributor provided for
under this section shall be considered
an "applicant" within the meaning of
§ 510.300(b) of this chapter. Said con-
ditlons are:

(I) A supplemental application is fur-
nished to the Food and Drug Administra-
tion to provide for a designated distribu-
tor.

(11) There are no changes from the
conditions of the approved application
except fox a different and suitable pro-
prietary name of the new animal drug
(if one is used) and the name and ad-
dress of the distributor as used on the
label and labeling. The name of the dis-
tributor shall be accompanied by an ap-
propriate qualifying phrase such as
"manufactured for" or "distributed by:"

(i1) A distributor's statement is fur-
nished to the Food and Drug Administra-
tion Identifying the category of his opera-
tions (for example, wholesaler, retailer)
and stating: That he will distribute the
new animal drug only under the label-
ing provided for in the new animal drug
application; that any other labeling or
advertising for the drug will prescribe,
recommend, or suggest its use only under
the conditions stated In the labeling pro-
vided for In the application; and, if the
drug is a prescription article, that he is
regularly and lawfully engaged in the dis-
tribution or dispensing of preseIption
drugs.

(iv) Nine copies of the printed labels
and other labeling to be used by the dis-
tributor are submitted, Identified with
the new animal drug application number.
(b) When necessary for the safety or

effectiveness of the drug, a supplemental
new animal drug application shall spec-
ify a period of time within which the
proposed change will be made.
(c) If a material change s made In

the components' composition, manufac-
turing methods, facillites, or controls, or
In thelabeling or advertising, from the
representations in an approved applica-
tion for a new animl drug (except
changes conforming to the conditions set
forth in paragraph (a) (5) and (6)
and/or paragraphs (d), (e), (D, and (g)
of this section), and the drug is mar-
keted before a supplement is approved
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for such change, approval of the applica-
tion may be suspended or withdrawn as
provided in section 512(e) of the act.

(d) Changes of the following kinds
proposed in supplemental new animal
drug applications should be placed into
effect at the earliest possible time:

(1) The addition to package labeling,
promotional labeling, and prescription
drug advertising of additional warning,
contraindication, side effect, and precau-
tion information.

(2) The deletion from package label-
ing, promotional labeling, and drug ad-
vertising of false, misleading, or unsup-
ported indications for use or claims for
effectiveness.

(3) Changes in the methods, facilities,
or controls used for the manufacture,
processing, packing, or holding of the
new animal drug (other than utilization
of establishments not covered by the ap-
provl that is In effect) that give in-
creased disurance that the drug-will have
the characteristics of identity, strength.
quality, and purity which it purports or
is relJresented to possess.

(e) The Food and Drug Administra-
tion will take no action against a new
animal drug or applicant solely because
changes of the kinds described in para-
graph Cd) of this section are placed into
effect by the applicant prior to his re-
ceipt of a written notice of approval of
the supplemental new animal drug appli-
cation if all the following conditions are
met:

(1) The supplemental new animal
drug application providing a full expla-
natiol of the basis for the changes has
been submitted, plainly marked on the
mailing cover and on the supplement,
"Special new animal drug application
supplement-changes being effected."

(2) The applicant specifically informs
the Food and Drug Administration of
the date on which such changes are being
effected and submits to the Adminitra-
tion nine printed copies of any revised
labeling to be placed in use, Identified
with the new animal drug application
number.

(3) All promotional labeling and all
drug advertising are promptly revised
consistent with the changes made in the
labeling on or within the new animal
drug package.

(f) When a supplemental new animal
drug application proposes changes only
of the kinds described in paragraph (d)
of this section, and the applicant informs
the Food and Drug Administration that
the changes are being put into effect,
such notification will be regarded as.an
agreement by the applicant to an exten-
sion of the time for formal action on the
application.

(g) In addition to changes as per-
mitted by paragraphs (d) and (e) of this
section, an applicant may place into
effect changes proposed in a supplement
to a new animal drug application that
became effective prior to October 10.
1962, upon written notification from the
Food and Drug Administration that such
action is permitted, without approval of

the supplemental application, pending
the completion of the review of the effec-
tiveness of such drug by the National
Academy of Sciences-National Research
Council and a determination as to
whether there are grounds for refusing
approval under section 512(d) of the act
or for invoking section 512 (e) of the
act. The Food and Drug Administration
will take no action against a new animal
,drug or an applicant solely because
changes that have been permitted in a
written communication are placed into
effect by the applicant prior to his re-
ceipt of a written notice of approval of
the supplemental new animal drug
application.

(h) Except as provided in paragraphs
(e) and (g) of this section, no provision
of this section shall limit the authority
of the Secretary or of the Commissioner
to suspend or withdraw approval of a
new animal drug application in accord
with the provisions of section 512(e) of
the act or to initiate any other regula-
tory proceedings with respect to a drug
or applicant under provisions of the act.

(i) Changes from the conditions of an
approved new animal drug application In
accord with the provisions of paragraphs
(d), (e), and (g) of this section are per-
mitted on the basis of a temporary de-
ferral of final action on the supplemental
application under the provisions of sec-
tion 512 (c), (d), or (e) of the act.

CQ) When an applicant receives writ-
ten notification from the Food and Drug
Administration, under the provisions of
paragraph (g) of this section, that he
may place into effect changes proposed
in a supplemental application without
approval of the supplemental applica-
tion, he may within 30 days submit a
written request that the Food and Drug
Administration process the supplemen-
tal application. In such case, the change
shall not be put into effect until ap-
proved. Within 180 days of the receipt
of such written request, the Food and
Drug Administration will approve the
supplemental application or furnish no-
tice of an opportunity for a hearing
under the provisions of section 512(d)
or (e), or both, of the act on a proposal
to refuse approval of the supplemental
application or to withdraw approval of
the application and supplements thereto.

(k) A supplement to an application
that became effective prior to October 10.
1962, may include a written statement to
the effect that a temporary deferral of
final action under the provisions of para-
graph (d), (e), or (g) of this section is
unacceptable to the applicant and that
the applicant requests action as provided
in section 512(c) of the act. Final action
on such supplemental applications will
be expedited in accord with applicable
provisions of section 512 of the act and
regulations in this Subchapter E. In such
cases, if the applicant places into effect
any of the proposed changes prior to his
xeceipt of a written notice of approval of
the supplemental new animal drug ap-
plication, such action may be regarded by
the Food and Drug Administration as a

basis for invoking the provisions of sec-
tion 512 (e) (1) (D) of the act; that Is,
the applicant may be furnished notice of
an opportunity for a hearing on a pro-
posal to withdraw approval of the appli-
cation on the ground that the applica-
tion contains an untrue statement of a
material fact related to the changes
from the conditions approved In the
application.
§ 514.9 Supplemental applications for

animal feeds bearing or containing
new animal druget.

(a) After an application for an animal
feed bearing or containing a new animal
drug has been approved, a supplemental
application may propose changes.

(b) A supplemental application shall
be submitted for any change which devi-
ates from the conditions under which
the application was originally approved.

(c) Each supplemental application
shall be accompanied by a fully com-
pleted Form FD-'1800 in trplicate in-
cluding an explanation of the changes
proposed.

(d) A supplemental application pro-
posing substantial changes which may
affect the quality of the human envi-
ronment shall be accompanied by an
environmental impact analysis report
pursuant to § 6.1 of this chapter.
§ 514.10 Confidentiality of data and in-

formation in an investigational new
animal drug notice and a new animal
drug application file for an antibiotic
drug.

(a) The rules established In §§ 514.12
and 514.11 of this chapter with regard
to the confidentiality of an Investigation-
al new animal drug notice and a new
animal drug application file shall apply
to such notices and files for antibiotic
drugs for new animal drug use.

(b) All records showing the Food and
Drug Administration's testing of and ac-
tion on a particular lot of a certifiable
antibiotic drug for veterinary use are Im-
mediately-avallable for public disclosure.
§ 514.11 Confidentiality of data and in-

formation in a new animal drug ap-
plication file. ,

Ca) For purposes of this section the
"NADA file" includes all data and Infor-
mation submitted with or Incorporated
by reference in the NADA, INAD's incor-
porated into the NADA, supplemental
NADA's, reports under §§ 510.300 and
510.301 of this chapter, master files, and
other related submissions. The availa-
bility for public disclosure of any record
in the NADA file shall be handled In ac-
cordance with the provisions of this sec-
tion.

(b) The existence of an NADA file will
not be disclosed by the Food and Drug
Administration before an approval has
been published in the FEDERAL REo1STER,
Unless it has previously been publicly dis-
closed or acknowledged.

(c) If the existence of an NADA file
has not been publicly disclosed or ac-
knowledged, no data or Information in
the NADA file Is available for public
disclosure.
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(d) If the existence of an NADA file
has been publicly disclosed or acknowl-
edged before an approval has been pub-
lished in the FEDERAL REGISTER, no data
or information contained in the file is
available for public disclosure before
such approval is-published, but the Com-
missioner may, in his discretion, disclose'
a summary o -such selected portions of
the safety and effectiveness data as are
appropriate for public consideration of a
specific pending issue, e.g., at an open
session of a Food and Drug Administra-
tion advisory committee or pursuant to
an exchange of important regulatory in-
formation ivith a foreign government.

(e) After an approval has been pub-
lished in the FEDERAL REGISTER, the fol-
Jowing data and information in the
NADA file are immediately available for
public disclosure unless extraordinary
circumstances are shown:

(1) All safety and effectiveness data
and information pfeviously disclosed to
the public, ai defined in § 4.81 of this
chapter.

(2) A summary or summaries of the
safety and effectiveness data and infor-
mation submitted with or incorporated
by reference in the NADA file. Such sum-
'maries do not- constitute the full reports
of investigations under section 512(b) (1)
of the act (21 U.S.C. 360b(b)(1)) on
which the safety or effectiveness of the
drug m be approved. Such summaries
shall consist of the following:

. (i) For an NADA approved prior to
July 1, 1975, internal agency records
that describe such data and information,
e.g., a summari of basis for approval or

-internal reviews of the data and informa-
tion, after deletion of:

(a) Names and any information that
would identify the investigators.

(b) Any inappropriate gratuitous com-
ments unnecessary to an objective analy-
sis of the data and information.

(ii) For an NADA approved on or after
July 1, 1975, a summary of such data and

. iiformation prepared in one of the fol-
lowing two alternative ways shall be
publicly released when the approval is
published in the FEDERAL REGISTER.

(a) The Bureau of VeterinAry Medi-
cine nay at an appropriate time prior to
approval of the NADA require the appli-
cant to prepare a summary of such data
and information, which will be reviewed
and, where appropriate, revised by the
Bureau.

(b) The Bureau of Veterinary Medi-.
cmue may prepare its own summary of
such data and information.

(3) A protocol for a test or study, un-
less it is shown to fall within the exemp-
tion established for trade secrets and
cbnfidential "commercial information in
-§ 4.61 of this chapter.

(4) Adverse reactioft reports, product
experience reports, consumer complaints,
and other similar data and information,
after deletion-of:

(i) Names and any information that
would identify the person using the
product.

(ii) Names and any information that
would identify any third par, involved

with the report, such as a physician,
hospital, or other institution.

(5) A list of all active Ingredients and
any inactive ingredients previously dis-
closed to the public as defined in § 4.81
of this chapter.

(6) An assay method or other ana-
iytical method, unless it serves no regu-
latory or compliance purpose and Is
shown to fall within the exemption estab-
lished in § 4.61 of this chapter.

(7) All correspondence and written
summaries of oral discussions relating
to the NADA, in accordance with the'
provisions of Part 4 of this chapter.

(f) All safety and effectiveness data
and information not previously disclosed
to the public are available for public
disclosure at the time that any one of the
following events occurs:

(1) The NADA has been abandoned
and no further work is being undertaken
with respect to It.

(2) A final determination is made that
the NADA is not approvable, and all legal
apdpeals have been exhausted.

(3) Approval of the NADA is with-
drawn, and all legal appeals have been
exhausted.

(4) A final determination has been
made that the animal drug is not a new
animal drug.

(5) A final determination has been
made that the animal drug may be
marketed without submission of such
safety and/or effectiveness data and in-
formation.

(g) The following data and Informa-
tion in an NADA file are not available
for public disclosure unless they have
been previously disclosed to the public
as defined in 9 4.81 of this chapter or
they relate to a product or ingredient
that has been abandoned and they no
longere represent a trade secret'or confi-
dential commercial or financial infor-
mation as defined in § 4.61 of this
chapter:

(1) Manufacturing methods or proc-
esses. including quality control proce-
dures.

(2) Production, sales, distribution,
and similar data and information, ex-
cept that any compilation of such data
and information aggregated and pre-
pared in a way that does not reveal data
or information which is-not available for
public disclosure under this provision is
available for public disclosure.

(3) Quantitative or semiquantitative
formulas.

(h) For purposes of this regulation,
safety and effectiveness data include all
studies and tests of an animal drug on
animals and all studies and tests on the
animal drug for Identity, stability, purity,
potency, and bioavallability.
§ 514.12 Confidentiality of data and in-

formation in an investigational new
animal drug notice.

(a) The existence of an INAD notice
will not be disclosed by the Food and
Drug Administration unless It has previ-
ously been publicly disclosed or ac-
knowledged.

(b) The availability for public disclo-
sure of all data and information in an
INAD file shall be handled in accordance
with provisions established in § 514.11.
§ 514.15 Untrue statements in applica-

tions.
Among the reasons why an application

for a new animal drug or animal feed
bearing or containing a new animal drug
may contain an untrue statement of a
material fact are:

(a) Differences in:
(1) Conditions of use prescribed, rec-

onmended, or suggested by the applicant
for the product from the conditions of
such use stated in the application;. (2) Articles used as components of
the product from those listed in the ap-
plication;

(3) Composition of the product from
that stated in the application;

(4) Methods used in or the facilities
and controls used for the manufacture.
processing, or packing of the product
from such methods, facilities, and con-,
trots described in the application;

(5) Labeling from the specimens con-
tained in the application: or

(b) If It is a supplement to an ap-
proved application and does not explain
omissions in whole or in part from the
original application or any amendment
or supplement to It or from any record
or report oqured under the provisions
of section 512 of the act and § 510.300 or
§ 510.301 of this chapter of any informa-
tion obtained from:

(1) Investigations as to the safety.
effectiveness, Identity, strength, quality.
or purity of the drug, made by the ap-
plicant on the drug, or

(2) Investigation§ or experience with
the product that is the subject of the
application, or any relatedproduct, avail-
able to the applicant from any source
If such information is pertinent to an
evaluation of the safety, effectiveness.
Identity, strength, quality, or purity of
the drug, when such omission would bias
an evaluation of the safety or-effective-
ness of the product.
§ 514.50 Requests for certification,

check tests and assays, and working
standards for animal drugs subject
to section 512(n) of the act; infor-
mation and samples required.

(a) A request for certification of a
batch shall be addressed to the Com-
missioner and shall be in a form speci-
fied by him. A request from a foreign
manufacturer shall be signed by such
manufacturer and by an agent of such
manufacturer who resides in the United
States. The agent will be held account-
able for all outstanding certification fees
incurred by the foreign manufacturer
he represents, and, in signing the re-
quest for certification, the agent agrees
to be financially responsible for any
certification debts so incurred.

(b) (1) The initial request for certi-
fication of a batch of any drug sub-
mitted by any person shall be preceded
or accompanied by a full statement of
the facilities and controls used to main-
taln the Identity, strength, quality, and
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purity of each batch of such drug, in-
cluding descriptions of:

(i) The methods and processes used
in the manufacture of the drug;

(ii) The tests and assays of the drug
made during the manufacture of the
batch and after it is packaged; and

(ii) The laboratory facilities used in
such controls.

(2) Such initial request shall also be
preceded or accompanied by the key of
the batch marks used by such person and
by specimens of all labeling to be used for
such drug.

(c) A person who requests certifica-
tion or check tests and assays of a batch
shall submit with his request the follow-
ing information and samples:

(1) The batch mark of the drug.
(2) The quantity of each ingredient

used in making the batch and a state-
ment that each such ingredient conforms
to the requirements or standards pre-
scribed therefor, if any, by specific regu-
lations or official compendium or other-
wise approved by the Commissioner.

(3) The size of the batch, including
the number of containers of each size
in the batch.

(4) The date of the latest assay of the
batch.

(5) The results of the latest tests and
assays made by or for him on the batch
as reqftred for the drug by specific
regulations.

(6) The batch mark(s) of the anti-
biotic(s) used in making the batch.

(7) Unless previously submitted, the
results and dates of the latest tests and
assays made by or for him on the anti-
biotic(s) used in making the batch as
required by specific regulations.

(8) The number of accurately repre-
sentative samples that are required for
the batch by specific regulations:

(I) In the case of drugs such as dry
powders, solutions, ointments, and sus-
pensions, the sample shall be collected
by taking single Immediate containers,
before or after labeling, at such intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal. In no case, however, shall more
than 5,000 Immediate containers have
been packaged during each such inter-
val of ,sampling, except for a sample
collected for sterility testing.

(ii) In the case of drugs such as tab-
lets or other such unit dosage forms, the
sample shall be collected by taking single
tablets at such intervals throughout the
entire time of tableting the batch that
the quantities tableted during the inter-
vals are approximately equal. In no case,
however, shall more than 5,000 tablets
have been tableted during each interval
of sampling, except for a sample col-
lected for time of disintegration. If the
Person who packages the tablets into
dispensing-size containers is not the
manufacturer, such sample shall be
collected throughout the entire time
of packaging the batch into such
containers.

(ill) In the case of drugs packaged for
repacking or for use in the manufacture
of another drug, the sample must be rep-
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resentative of the batch. Such samples
may be taken from a composite composed
of portions taken from a representative
number of bulk containers, the com-
posite consisting of no more than 10
times the amount required for conduct-
ing the required tests and assays. Such
samples are not- required if they have
been previously submitted.

(iv) In the case of a sterile drug pack-
aged in combination with containers of
a sterile diluent, the sample shall be
collected by taking 20 immediate con-
tainers of the diluent collected at regu-
lar intervals throughout each filling
operation, except that if the diluent is
sterilized after filling into containers, the
representative sample shall consist of 20
immediate containers collected from
each sterilizer load and each container
shall be taken from a different part of
each such sterilizer load. In the case of
sterile drugs packaged in combination
with sterile droppers, the sample shall
be collected by taking 20 droppers from
each sterilizer load and each stopper
shall be taken from a different part of
such sterilizer load.

(9) In the case of an initial request
for certification, each ingredient used in
making the batch other than ingredients,
required by specific regulations: 1 pack-
age of each containing approximately
5 grams. Results and dates of the latest
tests and assays made by or for him on
such ingredients shall precede or accom-
pany the submission.

(10) The results and dates of tests and
assays made by or for him on the non-
antibiotic active ingredients in the batch.

1'(11) If such batch or any part thereof
is to be packaged with h sterile diluent
or sterile dropper, such request shall also
be accompanied by a statement that such
diluent or dropper is sterile and conforms
to the requirements prescribed tberefor
by specific regulations.

(d) Each sample submitted pursuant
to the regulations in this chapter shall
be addressed to the Commissioner. Its
package shall be clearly identified as to
its contents and shall bear the name and
post-office address of the person submit-
ting it.

(e) In addition to the information and
samples specifically required to be sub-
mitted to the Commissioner by the reg-
ulations in this chapter, the person who
requests certification of a batch shall
submit such further information and
samples as the Commissioner may, re-
quire for the purpose of investigations
to determine whether or not such batch
complies with the requirements of
§ 431.10 of this chapter for the issuance
of a certificate.

(f) Upon the request of any person,
stating reasonable grounds therefor, the
Commissioner shall furnish such person
with a portion of the working standards.
(Sec. 507, 59 Stat. 463 as amended (21 U.S.C.
357)).

§ 514.51 Certification of animal drugs
subject to section 512(n) of the act.

* (a) If It appears to the Commissioner,
after such investigation as he considers

- necessary, that:

(1) The information (including re-
sults of tests and assays) and samples
required by or pursuant to the regula-
tions in this chapter have been sub-
mitted, and the request for certification
contains no untrue statement of a ma-
terial fact; and

(2) The batch complies with the reg-
ulations in this chapter and donforms
to the applicable standards of Identity,
strength, quality, and purity prescribed
by the regulations in this chapter;

the Commissioner shall certify that such
batch is safe and efficacious for use, sub-
ject to such conditions on the effective-
ness of certificates as are prescribed by
§ 437.11 of this chapter, and shall is-
sue to the person who requested it a
certificate to that effect.

(b) If the Commissioner determines,
after such Investigation as he considers
to be necessary, that the information
submitted pursuant to the regulations In
this chapter, or the batch covered by
such request, does not comply with the
requirements set forthi in paragraph (a)
of this section for the issuance of a cer-
tiflc.ate, the Commissioner shall refuse to
certify such batch and shall give notice
thereof to the person who requested cer-
tification, stating his reasons for refusal.

(c) All statements, samples, and other
information and materials submitted in
connection with a request for Certifica-
tion shall be considered to be part of such
request.

(d) Compliance of a drug with the
standards of Identity, strength, quality,
and purity prescribed by regulations in
this chapter shall be determined by the
tests and methods of assay prescribed
for such drug by regulations issued under
this chapter.

(e) The regulations in this chapter,
prescribing tests and methods of assay
for antibiotic and antibiotic-containing
drugs, shall not be construed as prevent-
ing the Commissioner from using any
other test or method of assay In his in-
vestigations to determine whether or not:

(1) A request for certification con-
tains any untrue statement of a mate-
rial fact; or

(2) A certification has been obtained
through fraud, or through misrepre-
sentation or concealment of a material
fact.

(f) Except as specifically provided by
the regulations in this chapter, no provi-
sion of any regulation shall be construed
as exempting any certifiable antibiotic
drug from any applicable provision of
the act or any regulation thereunder,
(Sec. 507, 59 Stat. 463 as amended (21 110,0,
357)).
§ 514.55 Forms for certification or ex-

emption of antibiotic drugs for ani-
mal use subject to section 512(n)
of tie act.

The following forms which must be
supplied in connection with certain cer-
tification or exemption procedures for
antibiotic drigs for veterinary use may
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be obtained from the Certification Serv-
ices Staff (HFD-145) ,7Food and Drug Ad-
ministration, Department of Health, Ed-
ucation, and Welfare, 5600 Fishers Lane,
Rockville, MD 20852:

1 Application for exemption for storage.
2 .Application for exemption for processing.
3 Application for exemption for labeling.
4 Application for exemption for manufac-

turing use.
7 Request for check tests and assays or

certification of a batch of..........
(the blank to be filled in with the
name of the antibiotic drug).-

8 Application for exemption for repacking.
9 Request for supplemental certiftication of

a batch of an antibiotic drug.
1800 Application for exemption for antibi-

otics mixed in animal feeds, Form FD-
1800--Revised must be used when ap-
plications for medicated feeds rely for
evidence of safety and effectiveness on
a regulation published pursuant to
section 512(l) of the act.

(Sec. 507, 59 Stat. 463 as amended (21 U.S.C.
357)).

§ 514.60 Fees for certification of ani-
real drugs subject to section 512(n)
of the act.

(a) The fees for certification services
for veterinary drugs are described in the
applicable provisions of § 431.53 of this'
chapter.

(b) The fees for the services rendered
with respect to each application for an
exemption from certification under the
regulations in.§ 510.515(b) of this chap-
.ter, and for each amendment thereto,
shall be:

(1) $10.00 for each medicated feed
formula containing one or more new-
drug substances described in an Initial
application.

(2) $10.00 for changes in one or more
new-drug substances contained in a
medicated feed formula described in an
amendment to such-appication.
The fee prescribed by this paragraph
shall accompany each application and
each amendment to such application un-
less such fee is covered by an advance
deposit maintained in accordance with
§ 431.53(d) of this chapter.

C (Sec. 507, 59 Stat. 463 as amended (21 U.S.C.
357) ).

Subpart B-Administrative Actions on
Applications

§ 514.100 Evaluation- and comment on
applications.

(a) After the filed application has been
evaluated, the applicant will be fur-
nished written comment on any-apparent
deficiencies in the application. ,

(b) 'When the description of the meth-
ods used in, and the facilities and con-
trols used for, the manufacture, process-
ing, and packing of such new animal
drug appears adequate on.its face, but
it is not feasible to reach a conclusion
as to the safety and effectiveness of-the
new animal drug solely from considera-
tion of this description, the applicant
may be notified that an. establishment
inspection is required to verify their
adequacy.

(c) A request for samples of a new
animal drug or any edible tissues and
byproducts of animals treated with such
a drug, shall specify the quantity deemed
adequate, to permit tests of analytical
methods to determine their adequacy for
regulatory purposes. The request should
be made as early in the 180-day period
as possible to assure timely completion.
The date used for computing the 180-day
limit for the purposes of section 512(c)
of the act shall be moved forward 1 day
for each day after the mailing date of
the request until all of the requested
samples are received. If the sanples are
not received within 90 days after the re-
quest, the application will be considered
withdrawn without prejudice.

(d) The information contained In an
application may be Insufficient to deter-
mine whether a new animal drug Is safe
or effective in use If It falls to include
(among other things) a statement show-
Ing whether such drug is to be limited
to prescription sa and exempt under
section 502(f) of the act from the re-
quirement that Its labeling bear adequate
directions-for lay use. If such drug is
to be ekempt, the information may also
be insufficient if:

(1) The specimen labeling proposed
fails to bear adequate information for
professional use including indications,
effects, dosages, routes, methods, and
frequency and duration of administra-
tion and any relevant hazards, contra-
Indications, side effects, and piecautions
under which practitioners licensed by
law to administer such drug can use the
drug for the purposes for which it is in-
tended, including all purposes for which
it is to be advertised, or represented, In
accordance with § 201.105 of this chap-
ter, and information concerning hazards,
contraindications, side effects, and pre-
cautions relevant with respect to any
uses for which such drug is to be pre-
scribed.

(2) The application falls to show that
the labeling and advertising of such drug
will offer the drug for use only under
those conditions for which It Is offered
in the labeling that is part of the appli-
cation.

(3) The application falls to show that
all labeling that furnishes or purports to
furnish information for professional use
of such drug will contain, in, the same
language and emphasis, the Information
for use includingindications, effects, dos-
ages, routes, methods, and frequency and
duration of administration and any rele-
vant warnings, hazards, contraindica-
tions, side effects, and precautions, which
is contained in the labeling that is part
of the application in accordance with
§ 201.105 of this chapter.

(e) The information contained In an
application will be considered insufficlent
to determine whether anew animal drug
is safe and effective for use when there
is a refusal or failure upon written notice
to furnish inspectors authorized by the
Food and Drug Administration an ade-
quate opportunity to inspect the facili-
ties, controls, and records pertinent to
the application.

(W On the basis of preliminary
consideration of an application or supple-
mental application containing typewrit-
ten or other draft labelingin lieu of final
printed labeling, an applicant may be
informed that such application Is ap-
provable when satisfactory final printed
labelingidentical in contentto such draft
copy s submitted.

(g) When an application has been
found incomplete on the basis of a need
for the kind of information described in
§ 514.6, such- application shall be con-
sidered withdrawn without prejudice to
future filing on the date of issuance of
the letter citing the inadequacies con-
tained In the application, unless within
30 days the sponsor chooses to avail him-
self of the opportunity for hearing as
prescribed by § 514.111.
§ 514.105 Approval of applications.

(a) Within 180 days after an applica-
tion has been filed pursuant to § 514.1,
If the Commissioner determines that
none of the grounds for denying ap-
proval specified in section 512(d) of the
act applies:

(1) He shall forward for publication
In the FED=Lm REorsr a regulation
prescribing the conditions under which
the new animal drug may be used, in-
cluding the name and address of the ap-
plicant; the conditions and indications
for use covered by the application; any
tolerance, withdrawal period, or other
use restrictions; any tolerance required
for the ,new animal drug substance or
Its metabolites in edible products of food-
producing animals; and. if such new an-
imal drug is intended for use in animal
feed, appropriate purposes and condi-
tions of use (including special labeling
requirements) applicable to any animal
feed; and such other information the
Commissioner deems necessary to assure
safe and effective use.

(2) He shall notify the applicant by
sending him a copy, of the proposed pub-
lication as described in paragraph (a)
(1) of this section.

Cb) Within 90 days after an applica-
tion filed pursuant to §514.2-if the
Commissioner determines that none of
the grounds for denying approval specl-
fled in section 512Cm) (3) of the act
applies, he shall notify the applicant that'
It Is approvable by signing and mailing
to the sponsor~the original copy of the.
FD-1800.

§ 514.110 Reasons for refusing to file
applications.

(a) The date of receipt of an applica-
tion for a new animal drug shall be the
date on which the application shall be
deemedtobefaed.

(b) An application for a hew ailmal
drug shall not be considered acceptable
for fMing for any of the following reasons:

(1) It doe.-not contain complete and
accurate English translations of any pe_-
tinent part in a foreign language.

(2) Fewer than three copies are dub-
mitted.

(3) It is incomplete on its face In that
it Is not properly organized and indexed.
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(4) On its face the information con-
cerning required matter is so inadequate
that the application is clearly not ap-
provable.

(5) The new animal drug is to be man-
ufactured, prepared, propagated, com-
pounded, or processed in whole or in part
in any State in an establishment that has
not been registered or exempted from
registration under the -provisions of sec-
tion 510 of-the act.

(6) The sponsor does not reside or
maintain a place of business within the
United States and the application has
not been countersigned by an attorney,
agent, or other representative of the ap-
plicant, which representative resides in
the United States and has been duly au-
thorized to act on behalf of the applicant
and to receive communications on all
matters pertaining to the application.

(7) The new animal drug is a drug
subject to licensing under the animal
virus, serum, and toxin law of March 4,
1913 (37 Stat. 832; 21 U.S.C. 151 et seq.).
Such applications will be referred to the
U.S. Department of Agriculture for
action.

(c) If an application is determined not
to be acceptable for filing, the applicant
shall be notified within 30 days of re-
ceipt of the application and shall be given
the reasons therefore.

(d) If the applicant disputes the find-
ings that his application is not acceptable
for filing, he may make written request
that the application be filed over protest,
in which case it will be filed as of the day
originally received.
§ 514.111 Refusal to approve an appli-

cation.
(a) The Commissioner shall, within

180 days after the filing of the applica-
tion, inform the applicant in writing of
his intention to Issue a notice of oppor-
tunity for a hearing on a proposal to
refuse to approve the application, if the
Commissioner determines upon the basis
of the application, or upon the basis of
other information before him with re-
spect to anew animal drug, that:

(1) The reports of investigations
required to be submitted pursuant to sec-
tion 512(b) of the act do not include ade-
quate tests by all methods reasonably
applicable to show whether or not such
drug is safe for use under the conditions
prescribed, recommended, or suggested
n the proposed labeling thereof; or

(2) The results of such tests show that
such drug is unsafe for use under such
conditions or do not show that such drug
is safe for use under such conditions; or

(3) The methods used in and the fa-
cilities and controls used for, the manu-
facture, processing, and packing of such
drugs are inadequate to preserve its
Identity, strength, quality, and purity; or

(4) There is insufficient information to
determine whether such drug is safe for
use under such conditions. In making
this determination the Commissioner
shall consider, among other relevant
factors:

(I) The probable consumption of such
drug and of any substances formed in or
on food because of the use of such drug;

(ii) The accumulative effect on man
or animal of such drug, taking into ac-
count any chemically or pharmacologi-
cally related substances;
. (iii) Safety factors which, in the opin-
ion of experts qualified by scientific
training and experience to evaluate the
safety of such drugs, are appropriate for
the use of animal experimentation data;
and

(iv) Whether the conditions 'of use
prescribed, recommended, or suggested
in the proposed labeling are reasonably
certain to be followed in practice; or

(5) There is a lack of-substantial evi-.
dence based upon adequate and well-con-
trolled investigations that the drug will
have the effect it purports or is repre-
sented to have under the conditions of
-use prescribed, recommended, or sug-
gested in the proposed labeling -thereof.
An adequate and well-controlled Investi-
gation must satisfy the following.criteria:

(I) A clear statement of the objective
of the study is provided.

(ii) The method of selection of the
animals to be studied and those to serve
,as controls provides for:

(a) Adequate confirmation of the dis-
ease or clinical state present, including
criteria of diagnosis and any appropri-
ate confirmatory laboratory tests.

(b) Assignment of the animals and
control groups to test under conditions
which exclude or minimize bias.

(ill) An outline and explanation of
the methods of quantitation and ob-
servation of the parameters studied in
the subjects.

(iv) A description of the steps taken
to ,document comparability of variables
such as species, age, sex, duration, and
severity of disease, management prac-
tices, and use of drugs other than those
being studied.

(v) A description of the methods of
recording and analyzing the animal re-
sponse variables studied and the means
of excluding bias or minimizing bias in
the observations.

(vi) A precise statement of the na-
ture 6f the control group against which
the effects of the new treatment modality
can be compared. Three types of -con-
trolled comparisons are possible:

(a) Placebo control: The new animal
drug entity may be compared quantita-
tively with an inactive placebo control.
The level -of blinding may affect the
validity of the observation and compari-
sons.

, (b) Active drug control: The new
animal drug entity may be compared
quantitatively with -another drug or
modality known to be effective.

(c) Historical control: In some -cir-
cumstances involving diseases with high
and predictable mortality or with signs
and symptoms of predictable duration
or severity, the results of use of a new
animal drug entity may be compared
quantitatively with prior experience his-
torically derived from the adequately
documented natural history of the dis-
ease in comparable animals with no
treatment or with treatment with an
established effective therapeutic regimen.

(vii) A summary of statistical meth-
ods used in analysis of the data derived
from the subjects,
Provided, however, That any of the
above criteria In thhi paragraph (a) (5)
of this section may be waived In whole
or in part, either prior to the Investiga-
tion or in the evaluation of a completed
study, by the Director of the Bureau of
-Veterinary Medicine with respect to a
specific clinical Investigation. A petition
for such a waiver may be filed by any
person who would be adversely affected
by application of the criteria to a par-
ticular clinical Investigation. The peti-
tion should show that some or all of the
criteria are not reasonably applicable to
the investigation and that alternative
procedures can be or have been followed,
the results of which will or have yielded
data that can and should be accepted
as substantial evidence of the drug's
effectiveness. A petition for a waiver
shall set forth clearly and concisely the
specific provision or provisions In the cri-
teria from which waiver Is sought, why
the criteria are not reasonably appli-
cable to the particular clinical Investiga-
tion, what alternative procedures, If any,
are to be or have been employed, what
results have been obtained, and the basis
on which it can be or has been concluded
that the clinical investigation will or
has yielded substantial evidence of ef-
fectiveness, notwithstanding noncon-
formance with the criteria for which
waiver is requested.

(viil) Standardized test drug: For such
an investigation to be considered ade-
quate for consideration for approval of
a new animal drug, the test drug must
be standardized as to Identity, strength,
quality, purity, and dosage form to give
significance to the results of the investi-
gation.
Uncontrolled studies or partially con-
trolled studies are not acceptable as the
sole basis for the approval of claims of
effectiveness. Such studies, 'carefully
conducted and documented, may provide
corroborative support of well-controlled
studies regarding efficacy and may yield
valuable data regarding safety of the test
drug. Such studies will be considered on'
their merits In the light of the principles
listed here, with the exception of the ro-
quirement for the comparison of the
treated subjects with controls. Isolated
case reports, random experience, and re-
ports lacking the details which permit
scientific evaluation will not be con-
sidered.

(6) Failure to Include an appropriate
proposed tolerance for residues in edible
products derived from animals or a with-
drawal period or other restrictions for
use of such drug If any tolerance or with-
drawal period or other restrictions for
use are required in order to assure that
the edible products derived from animals
treated with such drug will be safe.

(7) Based on a fair evaluation of all
material facts, the labeling Is false or
misleading In any particular; or

(8) Such drug induces cancer when
ingested by man or animal or, after ap-
propriate tests for evaluation of the
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safety of such drug, induces cancer in
-man or animal, except that this sulpara-
graph shall not apply with respect to
such drug if the Commissioner finds that,
under the conditions of use specified In
proposed labeling and reasonably certain
to be followed in practice:

(I) Such drug will not adversely affect
the animal for which it is intended; and

Cii) No residue of such drug will be
found (by methods of examination pre-
scribed or approved by the Commissioner
by regulations) in any" edible portion of
such animal after slaughter .or. in any
food yielded by, or derived from the liv-
ing animals.

(9) The applicant fails to submit an
environmental impact analysisireport
analyzing the environmental impact of
the manufacturing process and the ulti-
mate use or consumption of the new
animal drug pursuant to § 6.1 of this
chapter.

(b) The Commissioner shall within 90
days after the filing of the application
inform the applicant in writing of his
intention to issue a notice of opportunity
for a hearing on a proposal to -refuse to
approve the application, if the Com is-

,sioner determines upon the basis of the
application, or upon the basis of other
information before him with respect to
an animal feed bearing or containing a

-new animal drug that:
C1) There is not in effect a regulation

established pursuant to section 512(1) of
the act (identified in such-application)

- on the basis of which such application
may be approved; or

(2) Such animal feed (including the
proposed use of any new animal drug
therein or thereon) does not conform to
an applicable regulation published pur-
suant to section 512(i)-of the act (identi-
fied in such application), or that the
purposes or conditions or indications of
use prescribed, recommended, or sug-
gested in the labeling of such feed do not
conform to'the applicable purposes and
conditions or indications for use (includ-
ing warnings) published pursuant to
section 512 (i) of the act or such labeling
omits or fails to conform to other appli-
cable information published pursuant to
such section; or

(3) The methods used in and the fa-
cilities and-controls used for the manu-
facturing, processing, and packaging of
such animal feed are not adequate to
preserve the identity, strength, quality,
and purity of the new animal drug
therein; or

(4) Based on a fair evaluation of all
the material facts, such labeling is false
or misleading in any particular.
(c) The Commissioner, as provided in

§ 514.200 of this chapter, shall expedi-
tiously notify the applicant of an oppor-
tunity for a hearing on the question of
whether such application is-approvable,
unless by the 30th day following the date
of issuance of the letter informing the
applicant of the intention to Issue - a
notice of opportunity for a hearing the
applicant:
(1) Withdraws the application; or
(2) Waives the opportunity for a

hearing; or.

(3) Agrees with the Commissioner on
an additional period to precede issuance

-of such notice of hearing.

§ 514.115 Withdrawal of approval of
application&

(a) The Secretary may suspend ap-
proval of an application approved pur-
suant to section 512Cc) or (m) (2) of
the act and give the applicant prompt
notice of his action and afford the appli-
cant thme opportunity for an expedited
hearing on a finding that there is an
imminent hazard to the health of man
or of the animals for which such new
animal drug or animal feed is intended.

(b) The Commissoner shall notify in
writing the person holding an application
approved pursuant to section 512(c) or
(m) (2) of the act and afford an oppor-
tunity for a hearing on a proposal to"
withdraw approval of such application
if he finds:

(I) That the application contains any
untrue statement of a material fact; or

(2) That the applicant has made any
changes from the standpoint of safety or
effectiveness beyond the variations pro-
vided for in the application unless he
has supplemented the application by fil-
ing with the Secretary adequate Informa-
tion respecting all such changes and un-
less there is In effect an approval of the
supplemental application, or such
changes are those for which written au-
thorization or approval is not required as
provided for in § 514.8. The supple-
mental application shall be treated In
the same manner as the original appli-
cation.

(3) That In the case of an application
for use of a new animal drug approved or
deemed approved pursuant to section
512(c) of the act:

(i) Experience or scientific data show
that such drug Is unsafe for use under
the conditions of use unon the basis of
which the application was approved: or

Cli) New evidence nqt contained in
such application or not available to the
Secretary until after .such application
was approved, or tests by new methods.
or tests by methods not deemed reason-
ably applicable when such anplication
was approved, evaluated together with
the evidence available to the Secretary
when the application was auproved.
shows that such drug is not shown to
be safe for use under the conditions' of
use upon the basis of which the appli-
cation was approved or that section 512
(d) (1) (H) of the act applies to such
drug; or #

(1ii) On the basis of new Informa-
tion before him with respect to such
drug, evaluated together with the evi-
dence available to him when the anplca-
tion was approved, there is a lack of
substantial evidence that such drug will
have the effect It purports or Is repre-
sented to have under the conditions of
use prescribed, recommended, or sug-
gested in the labeling thereof.

(c) The Commiloner may notify In
writing the person holding an applica-
tion approved pursuant to section 512(c)
or (m) (2) of the act and afford an
opportunity for a hearing on a proposal

to withdraw approval of such applica-
tion if he finds:

(1) That the applicant has failed to
establish a system for maintaining re-
quired records, or has repeatedly or de-
liberately failed to maintain such records
or to make required reports in accord-
ance with a regulation or order under
section 5121) (1) or (m) (5) CA) of the
act, or the applicant has refused to per-
mit access to, or copying, or verification
of, such records as required bj section
512(1) (2) or (m) (5) (B) of the act; or

(2) That on the basis of new informa-
tion before him evaluated together with
the evidence before- him when the ap-
plicatlon was approved, the methods used
In. or the facilities and controls used for
the manufacture, processing, and pack-
lag of such drug or animal feed are in-
adequate to assure and preserve its Iden-
tity, strength, quality, and purity and
were not made adequate within a reason-
able time after receipt of written notice
from the Secretary specifying the matter
complained of; or

(3) That on the basis of new informa-
tion before him, evaluated together with
the evidence before him when the appli-
cation was approved, the labeling of such
drug or anlmal feed, based on a fair
evaluation of all material facts, is false
or misleading In any particular and was
not corrected within a reasonable time
after receipt of written notice from the
Secretary specifying the matter com-
plained of.

(d) Approval of an application pur-
suant to section -12(c) or (m) (2)
of the act will be withdrawn on the
basis of a request for its withdrawal
submitted In writing by a person holding
an approved new animal drug application
on the grounds that the drug subject to
such application is no longer being mar-
keted and information Is included in sup-
port of this finding, provided none of the
conditions cited In paragraphs (a), (b),
and (c) of this section pertain to the
subject drug. A written request for such
withdrawal shall be construed as a
waiver of the opportunity for a hearing
as otherwise provided for In this section.
Withdrawal of approval of an applica-
tion under the provisions of this para-
graph shall be without prejudice.

(e) On the basis of the withdrawal of
approval of an application for a new ani-
mal drug approved pursuant to section
512(c) of -the act, the regulation pub-
lished pursuant to section 512(1) of the
act covering the conditions of use of
such drug as provided for in the appil-"
cation shall be revoked. An application
providing for the manufacture of animal
feeds bearing or containing such drug
and approved pursuant to section 512 (m)
(2) of the act-shall be deemed as with-
drawn upon publication in the F :DERnA
EG== of the order revoking the cor-

responding regulation.
§ 514.116 Notice of withdrawal of ap-

proval of application.
When an approval of an application

submitted pursuant to section 512 of the
actiswithdrawnbythe Commissioner, he
will give appropriate public notice of such
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action by publication In the F'ERAL
REGISTER.

§ 514.120 " Revocation of order refusing
to approve an application or sus-
pending or withdrawing approval of
an application.

-The Commissioner, upon his own
Initiative or upon request of an appli-
cant stating reasonable grounds therefor
and if he finds that the facts so require,
may issue an order approving an appli-
cation that previoUsly has had its ap-
proval refused, suspended, or withdrawn.
§ 514.121 Service of notices and orders.

All notices and orders under this Sub-
chapter E and section 512 of the act
pertaining to new animal drug applica-
tions shall be served:

(a) In 5erson by any offcer or em-
ployee of the Department designated by
the Commissioner; or

(b) By mailing the order by certified
mail addressed to the applicant or
respondent at his last known address in
the records of the Food and Drug
Administration. -
§ 514.150 Conditions on the effective-

ness of certificates for animal drugs
subject to section 512(n) of the act.

(a) A certificate shall not become
effective:

(1) If it is obtained through fraud or
through misrepresentation or conceal-
ment of a material fact;

(2) With respect to any package un-
less It complies with the packaging re-
quirements, if any, prescribed by the
regulations in this chapter which were
In effect on the date of the certificate;

(3) With respect to any package un-
less its label and labeling bear all words,
statements, and other information re-
quired by the regulations in this chap-
-ter; or

(4) With respect to any package of a
certifiable antibiotic drug subject to the
regulations in this chapter, when it is
included In a packaged combination with
another drug, unless such other drug
complies with the requirements of the
regulations In this chapter.

(b) A certificate shall cease to be
effective:

(1) With respect to any imiediate
container after the expiration date, if
any, prescribed by the regulations in this
chapter;

(2) With respect to any immediate
container when it or its seal (if the regu-
lations in this chapter require it to be
sealed) is broken, or when its label or
labeling is altered, mutilated, destroyed,
obliterated, or removed in whole or in
part, or ceases to conform to any labeling
requirement prescribed by the regula-
tions in this chapter, except that:

(I) If the drug in such container is re-
packed or used as an ingredient in the
manufacture of another drug, and certi-
fication of the batch thus made is re-
quested, such certificate shall continue
to be effective for a reasonable time to
permit certification or destruction of
such batch;

(i) If the drug is in a container pack-
aged for dispensing and is used in com-

pounding a prescription issued by a
practitioner licensed by law to admin-
ister such drulg, such certificate shall
continue to'be effective for a reasonable
time to permit the delivery of the drug
compounded on such prescription; or

(iII) If its label or labeling is removed
in whole or in part for the purpose of
relabeling and supplemental certification
of the relabeled drug is requested, as pro-
vided by §, 433.12 of this chapter.

(3) With respect to any immediate
container of penicillin when it is in-
cluded in the packaged combination
penicillin with aluminum hydroxide'gel
or penicillin with a vasoconstrictor, or to
any immediate container of bacitracin
when it is included in the packaged com-
bination bacitracin with a vasoconstric-
tor, except that when certification of the
batch so included is requested, such cer-
tificate shall continue to be effective for
a reasonhble time to permit certification
of such batch which is part of such com-
bination;

(4) With respect to any package when
the drug therein fails to meet the stand-
ards of identity, strength, quality, and
purity which were in effect on the date of
the certificate; except that those minor
changes which occur before the expira-
tion date and which are normal and un-
avoidable in good storage and distribu-
tion practice shall be disregarded.

(5) With respect to any package 'of a
certifiable antibiotic drug subject to the
regulations in this chapter, included in
a packaged combination with another
drug, when such other drug fails to meet
the requirements of the regulations in
this chapter; or

(6) With respect to any immediate
container, if such regulations require its
labeling to bear, a caution against dis-
pensing otherwise than on prescription,
at the beginning of the act of dispensing
or offering to dispense it otherwise than:

(i) By a practitioner licensed by law
to administer such drug; or

(ii) On his prescription issued in his
professional practice.
(See. 507, 59 Stat. 463 as amended (21 U.S.C.
357).)

§ 514.155 Suspension of certification
service for sponsors of animal drugs.

When the Commissioner finds that a
person has:

(a) Obtained or attempted to obtain a
certificate through fraud or through mis-
representation or concealment of a ma-
terial fact; or

(b) Falsified the records required to
be kept by § 510.350 of this chapter; or

(c) Failed to keep such records or to
make them available, or to accord full
opportunity to take an inventory of
stocks on hand, or otherwise to check the
correctness of such records as required
by § 510.350 of this chapter; or

(d) Failed to establish -a system for
maintaining the records required by
§ 510.300 of this chapter or has re-
peatedly or deliberately failed to main-
tain such records or tQ make required
reports in accordance with the provisions
of that section, or has refused to permit
access to, or copying, or verificatioh of
such records or reports; or

(e) Failed to conform to the require-
ments, of good manufacturing practice
prescribed by Subchapter C of this chap-
ter; the Commissioner will Immediately
suspend service to such person under the
regulations In this chapter. Upon re-
quest a hearing will be granted to such
person to show cause why such service
should be resumed.
(Sec. 507, 59 Stat. 463 is amended (21 U.S.C.
357).)

§ 514.160 Disposition of outdated ani-
mal drugs subject to section 512(n)
of the act.

When certification become3 invalid be-
cause the expiration date is passed, such
articles should not be disposed of for
drug use either through commercial or
charitable channels unless the articles
have been assayed to establish potency
and recertified.
(See. 507, 59 Stat. 463 its amended (21 U.S.C.
357).)

Subpart C-Hearing Procedures
§ 514.200 Contents of notice of oppor-

tunity for a hearing.

(a) The notice to the applicant of
opportunity for a hearing on a proposal
by the Commissioner to refuse to ap-
prove an application or to withdraw the'
approval of an application will specify
the grounds upon which he proposes to
Issue his order. On request of the appli-
cant, the Commissioner will explain the
reasons for his action. The notice of op-
portunity for ahearing will be published
in the FEDERAL REGISTER and will specify
that the applicant has 30 days after is-
suance of the notice within which he Is
required to file a written appearance
electing whether:

(1) To avail himself of the opportunity
for a hearing; or

(2) Not to avail himself of the oppor-
tunity for a hearing.

(b) If the applicant elects to avail
himself of the opportunity for a hearing,
he is required to file a written appear-
ance requesting the hearing within 30
days after the publication of the notice,
giving the reason why the application
should not be refused or should not be
withidrawn, together with a well-
organized and full-factual analysis of
the clinical and other investigational
data he is prepaed to prove in support
of his opposition to the Commissioner's
proposal. A request for a hearing may not
rest upon mere allegations or denials, but
must set forth specific facts showing
there Is a genuine and substantial Issue
of fact that requires a hearing. When It
clearly appears from the data in the ap-
plication and from the reasons and a
factual analysis in the request for the
hearing that no genuine and substan-
tial issue of fact precludes the refusal
to approve the application or the with-
drawal of approval of the application
(for example, no adequate and well-
controlled clinical investigations to sup-
port the claims of effectiveness have been
identified), the Commissioner will enter
an order on this data, stating his find-
ings and conclusions. If a hearing is re-
quested and Is Justified by the applicant's
response to the notice of opportunity for
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a heating, the issues will be defined, an Cc) The limitation of the number of
, Administrative Law Judge will be named, expert witnesses.

and he shall issue a written notice of (d) The scheduling of witnesses to be
the time dnd place at which the hearing called. • •
will commence. In the case of denial of (e) The advance submission of all
approval, such time shall be not more documentary evidence.
than 90 days after the expiration of such (f) Such other matters as may aid in
30 days unless the Administrative Law the disposition of the proceeding.
Judge and the applicant otherwise agree; The Administrative Law Judge shall
and, in the case of withdrawal of ap- mae an r ting th e o ale
proval, such time shall be as soon as make an order: Reciting the action taken
practicable. at the conference, the agreements made

(c) The hearing -will be open to the by the parties or their representatives,
'Public;. however, if the Commissioner and the schedule of witnesses for the
finds that portions of the application hearing; and limiting the issues for the
which serve as a basis for the hearing hearing to those not disposed of by ad-
contain information concerning a missions or agreements. Such order will
method or process entitled to protection control the subsequent course of the pro-
as a trade secret, the part of the hearing ceeding unless modified for good cause
involving such portions will not be pub- by subsequent order. The Administrative
lic, unless the respondent so specifies in Law Judge may also direct all parties
his appearance. and their representatives to appear at

conferences at any time during the hear-
§ 5146201 Failure to file an appearance. ing with a view to simplifying, clarifying,

If the applicant falls to file a written or shortening the hearing.
appearance in answer to the notice of § 514.205 Transcript of testimony.
opportunity for a hearing, his failure
will be construed as an election not to Testiinony given at a hearing shall be
avail himself of.the opportunity for the reported verbatim. All written state-
hearing, and the Commissioner without ments, charts, tabulations, and similar
further notice may- enter- a final order. data offered in evidence at the hearing

shall be marked for Identification and,
§ 514.202 Appearance of applicant, upon a showing satisfactory to the Ad-

If the applicant- elects to avail him- ministrative Law Judge of their authen-
self of the opportunity for the hearing, ticity, relevancy, and materiality, shall
he may appear in person or by coumsel be, received in evidence subject to the
If the applicant desires to be heard provisions of 5 U.S.C. 556(d). Exhibits
through counsel, the counsel will file shall, if practicable, be submitted in
with the Administrative Law Judge a .quintuplicate. In case the required num-
written appearance. bar of copies are not made available, the

5Administrative Law Judge shall exercise
§ 514.20}3 Admnaistrative Law Judge. his discretion as to whether said exhibit

The hearing will be conducted by an shall be.read in evidence or whether ad-
Adminitrative Law Judge appointed as ditional copies shall be required to be
provided in 5 U.S.C., section 3105, and submitted within a time to be specified
designated for conducting the hearing, by the Administrative Law Judge. Where
Any such designation may be made or the testimony of a witness refers to a
revoked by ,the Commissioner at any statute, report, or document, the Admin-
time. Hearings will be conducted in an istrative Law Judge shall, after inquiry
informal-but orderly manner ju accord- relating to the Identification of such
ance with these regulations and the statute, report, or document, determine
requirements of- the administrative whether the same shall be produced at
procedure -provisions -of 5 U.S.C. The the hearing and physically be made a
Administrative Law Judge will have the part of the evidence or shall be Incor-
power to administer oaths and affirnma- porated in the record by reference.
tions, to rule upon offers of proof and Where relevant and material matter of-
the admissibility of evidence, to receive fered in evidence is embraced in a report
relevant evidence, to examine witnesses, or document containing immaterial
to regulate the course of the hearing, to and irrelevant matter, such immaterial
hold conferences for the simplification of and irrelevant matter shall be excluded
the issues, and to dispose of pro- and shall be segregated insofar as practi-
cedural requests, but will mot have the cable, subject to the direction of the Ad-
power to decide any motion that involves ministrative Law Judge.
final determination of the merits of § 514.206 Orl andwittennrgumcnts.the proceeding.§5420 Oaladwttnrg ets

(a) Unless the Administrative Law
§ 514.204 Prehearing and other confer-ences Judge shall Issue an announcement at

ences, the hearing authorizing oral argument
The Administrative Law Judge, on his before him, It shall not be permitted.

own motion or on the motion of the ap- (b) The Administrative Law Judge
plicant or the Food and Drug Adini- shall announce at the hearing a reason-
tration, may direct all parties or their able period within which the parties or
representatives to appear at a specified their representatives may file written
time and place for a conference to arguments based solely upon the evidence
consider:

(a) T1)e simplification of the issues. received at the hearing, citing the paget
(b) The possibility of obtaining , of- the transcript of the testimony or of

stipulations, admissions of facts, and properly identified exhibits where such
documents. - evidence occurs.
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§ 514.210 Hearing procedurc, animal
drugs.

Hearings held pursuant to § 514.155
will be conducted in accordance with the
rules provided in this Part.
(Sec. 507, 59 Stat. 463 as amended (21-

U.S.C. 357).)
Subpart D-Evidence

§ 514.220 Submission of documentary
evidence in advance.

(a) All documentary evidence tobe of--
fered at the hearing shall be submitted
to the Administrative Law Judge and to
the parties sufficiently in advance of the-
offer of such documentary evidence for
introduction into the record to permit
study and preparation of eross-examina-
tion and rebuttal evidence.

(b) The Administrative Law Judge
after consultation with the parties at a
conference called in accordance with
§ 514.204 shall make an order specifying
the time at which documentary evidence
shall be submitted. He shall also specify
in his order the time within which ob-
jections to the authenticity of such doc-
uments must be made to comply with
paragraph (d) of this section.

Cc) Documentary- evidence not sub-
mitted In advance in accordance with the
requirements of paragraphs (a) and (b)
of this section shall not be received in
evidence in the absence of a clear show-
Ing that the offering party had good
cause for his failure to produce the evi-
dence sooner.

(d) The authenticity of all documents
submitted in advance shall be deemed ad-
mitted unless written objection thereto
is filed with the hearing examiner upon
notice to the other parties within the
tirmd specified by the Administrative Law
Judge In accordance with paragraph (b)
of this section, except that a party will
be permitted to challenge such authen-
ticity at a later time upon a clear show-
Ing of good cause for faiure to have filed
such written objection.
§ 514.221 Excerpts from documentary

evidence.
When only portions of a document are

to be relied upon, the offering party shall
prepare the pertinent excerpts, ade-
quately identified, and shall supply copies
of such excerpts, together with a state-
ment indicating the purpose for which
such materials will be offered, to the
Administrative Law Judge and to the
other parties. Only the excerpts so pre-
pared and submitted shall be received
in the record; however, the whole of the
original document shall be made avail-
able for examination and for use by
opposing counsel for purposes of cross-
examination.
§ 514.222 Submission and receipt of

evidence. /

(a) Each witness, before proceeding to -
testify, shall be sworn or make
affirmation.

(b) When necessary in order to pre-
vent undue prolongation of the hearing,
the Administrative Law Judge may limit
ihe number of times any witness may
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testify, the repetitious examination and
cross-examination of witnesses, or the
amount of corroborative or cumulative
evidence.

(c) The Administrative Law Judge
shall admit only evidence that is rele-
vant, material, and not unduly repeti-
tious.

(d) Opinion evidence shall be admitted
when the Administrative Law Judge is
satisfied that the' witness is properly
qualified.

(e) If any person objects to the ad-
mission or rejection of any evidence, or
other limitation of the scope of any ex-
amination or cross-examination, he shall
state briefly the grounds for such ob-
Jection, and the transcript shall not in-
clude extended argument or debate
thereon except as ordered by the Admin-
istrative Law Judge. A ruling on aiiy such
objection, together with such offer of
proof as has been made, shall be a part
of the transcript.
Subpart E-Findings of Facts and Order

§ 514.230 Tentative order.
The Administrative Law Judge within

a reasonable time shall prepare tenta-
tive findings of fact and a tentative or-
der, which shall be served upon the ap-
plicant and the Food and.Drug Admin-
istration or sent to them by certified
mail. If no exceptions are taken to the
tentative order within 20 days or such
other time specified in such order, that
order shall become final in accordance
with § 514.232.

§ 514.231 Exceptions to. the tentative
order.

Within 20 days or such other time
;specified in the tentative order, the appli-
cant or the Food and4Drug Administra-
tion may transmit exceptions to the
Administrative Law Judge, together with
any briefs or argument in support
thereof. If exception Is taken to any
tentative findings of fact, reference must
be made to the pages or parts of the
record relied upon, and a corrected find-
ing of fact must be submitted. The appli-
cant, If he files exceptions, shall state in
writing whether he desires to make an
oral argument.

§ 514.232 Issuance of final order.
Within a reasonable time after the

filing of exceptions (if any), or after oral
argument (if such argument Is re-
quested), the Commissioner shall issue
the final order in the proceeding. The
order will include the findings of fact
upon which It Is based.

Subpart F-Judicial Review
§ 514.235 Judicial review.

The General Counsel of the Depart-
ment of Health, Education, and Welfare
is hereby designated as the officer upon
whom copies of petitions for Judicial re-
view shall be served. Such officer shall be
responsible for filing In the court a tran-
script of proceedings and the record on
which the final orders were based. The
transcript and record shall be certified by
the Commissioner.

PART 520-ORAL DOSAGE FORM NEW
ANIMAL DRUGS NOT SUBJECT TO
CERTIFICATION

Sec.
520.23 Acepromazine maleate tablets.
520.44 Acetazolamide sodium soluble

powder.
520.62 Aminopentamide hydrogen sul-

phate tablets.
520.82 Aminopropazine fumarate oral

dosage forms.
520.82a Aminopropazine fumarite tablets.
520.82b Aminopropazine fumarate, neomy-

cin sulfate tablets.
520.100 Amprolium oral dosage forms.
520.100a Amprolium drinking water.
520.100b Amprolium drench.
520.120 Anthelin tablets.
520.182 Bicyclohexylammonium , fumagil-

lin.
520.222 Bunamidine hydrochloride:
520.240 Butonate liquid.
520.260 n-Butyl chloride capsules.
520.300 Cambendazole suspension.
520.420 Chlorothiazicfe tablets.
520.443 Chlorpromazine hydrochloride.
520.500 ' Coumaphos crumbles.
520.540 Dexamethasone oral dosage forms.
520.540a Dexamethasone powder.
520.540b Dexamethasone bolus.
520.580 Dichlorophene and toluene cap-sules.
520.600 Dichlorvos.
520.620 Diethylcarbamazine.
520.622 Diethylcarbamazlne citrate oral

dosage forms.
520.622a Diethylcarbamazine citrate tab-

lets.
520.622b Dlethylcarbamazine citrate syrup.
520.680 Dimetridazole oral dosage forms.
520.680a Dimetridaz6le drinking water.
520.680b Dimetridazole tablets.
520.704 Diphenylhydantoln sodium cap-

sules.
520.763 Dithlazanine Iodide oral dosage

forms.
520.763a Dithiazanine iodide tablets.
520.763b Dithlazanine iodide powder.
520.784 . Doxylamine succinate tablets.
520.823 Erythromcyin phosphate.
520.863 Ethylisobutrazine hydrochloride

tablets.
520.1100 GrIseofulvin.
520.1120 Haloxon oral dosage forms.
520.1,120a Haloxon drench.
520.1120b Haloxon boluses.
520.1162 1pronidazole hydrochloride sol-

uble powder.
520.1204 Manamycin sulfate, amino-pen-

tamide hydrogen sulfate,
pectin, bismuth subcarbonate,
activated attapulgite oral.

520.1242 Levamlsole hydrochloride oral
dosage forms.

520.1242a Levamisole hydrochloride drench
and drinking water.

520.1242b Levamisole hydrochloride tablet
I or oblet (bolus).

520.1263 Lincomycin hydrochloride mono-
hydrate oral dosage forms.

520.1263a Lincomycin hydrochloride mono-
hydrate tablets.

520.1263b Lincomycin hydrochloride mono-
hydrate and spectinomycin sul-
fate tetrahydrate soluble pow-
der.

520.1284 Sodium liothyronine tablets.
520.1320 Mebendazole oral.
520.1341 lMegestrol acetate tablets.
520.1362 Meglumine diatrizoate and sodium

diatrizoate oral solution.
520.1380 Methocarbamol tablets.
520.1422 Metoserpate hydrochloride.
520.1520
520.1540
520.1660.

NIclosamide tablets.
Nitrodan.
Oxytetracycline.

Sec.
520.1660a Oxytetracycline and carbomyoln in

combination.
520.1660b Oxytetracycllne hydrochlorlde cap-

sules.
520.1720 Phenylbutazone oral dosage forms.
520.1720a Phenylbutazone tablets and bolu-

ses.
520.1720b Phenylbutazono granules.
520.1760 Phthalofyno tablets,
520.1780 Plperacetazlno tablets.
520.1801 Piperazino adipate.
520.1802 Plperazino-carbon disulfido com-

plex with phenothiazino.
520.1803 Piperazino citrate capsules.
520.1840 Poloxalene.
520.1900 Prlmidone tablets.
520.1920 Prochlorpora'dno, Lzopropamido

sustained release capsules.
520.1962 Promazino hydrochlorido.
520.2002 Proplopromazine hydrochloride.
520.2022 Protokylol hydrochloride tablets.
520.2043 Pyrantel pamoato suspension.
520.2045 Pyrantel tartrate powder, pyran'oltartrate pellets.
520.2080 Ronnol.
520.2100 Selenium, vitamin E capsules.
520.2122 Spectinomycin dihydrochlorlde

oral solution.
520.2123 Speotinomycin dihydrochlorldo

pentahydrato oral dosage forms.
520.2123a Speotinomycin dihydrochlorlde

pentahydrate -tablets.
520.2123b Spectinomycin dihydrochlorldo

pentahydrate soluble powder.
520.2160 Styrylpyrldinlum, diothylearbama-

zine tablots.
520.2162 Styrlpyridinium chloride, diothyl-

carbamazine (as base).
520.2184 Sodium sulfachloropyrazine mono-

hydrate.
520.2200 Sulfachlorpyridazine oral dosage

forms.
520.2200a Sulfachlorpyridazine, bolus,
520.2200b Sulfachlorpyrldazlno medicated

milk and drinking water,
520.2220 Sulfadimethoxino oral dosage

forms,
520.2220a Sulfadimethoxino drinking water

and drench.
520.2220b Sulfadimethoxino tablets and

boluses.
520.2220c Sulfadimethoxine oral suspen-

sion.
520.2240 Sulfaethoxypyridazine.
520.2240a Eulfaethoxypyrldazine drinking

water.
520.2240b Sulfaethoy.,rridazino tablets.
520.2260 Suffamethazino tablets and bolus,
520.2280 Sulfamethizole and mothenamino

mandelate'tablots.
520.2300 Sulfamethoxypyriaazino tablots.
520.2301 Acotyl sulfaniethoxyprldazino oral

suspension,
520.2320 Sulfanitran and aklomido in com-

bination.
520.2362 Thenium closylate tablets.
520.2380 Thiabendazole oral dosage forms.
520.2380a Thiabendazole top dressing and

mineral protein feed block.
520.2380b Thiabondazole drench or oral

paste.
520.2380c Thiabendazolo bolus.
520.2380d Thiabendazole, piperazino citrato

suspension.
520.2460 Tlcarbodine oral dosage forms.
520.2460a Ticarbodine tablets.
520.2460b Ticarbodine capsules,
520.2480 Triamelnolono tablets,
520.2481 Trlamcinolono acotonido tablets.
520.2520 Trichlorfon oral dosage forms.
520.2520a Trichlorfon oral.
520.2520b Trichlorfon and atropino.
520.2560 Trifluomeprazino tablets.
520.2582 Trlflupromazlno hydrochloride

tablets.
520.2604 Trlmeprazine tartrate and predni-

olone tablets.
520.2640 Tylosin.
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AuTHoRrry: Sec. 512(1), 82 Stat. 347 (21
U.S.C. 360b (i)).
8_ 520.23 Acepromazine malcate tablets.

(a) Chemical name. [10-3-(Dlmethyl-
amino) propyll phenothiazin-2-yl-
methyl ketone] maleate.

,b) Specifcations. Each tablet con-
tains either 10 or 25 milligrams of ace-
promazine maleate.

(c) Sponsor. Sed No. 000046 In
§510.600(c) of this chapter.

(d) Conditions of use. (1) The drug is
used as atranquilizer in dogs-and cats.

(2) The drug is administered orally to
dogs at a dosage level of 0.25 to 1.0 milli-
gram of acepromazine maleate per
pound of body weight and to cats at a
dosage level of 0.5 to 1.0 milligram df
acepromazine maleate per pound of body
weight. Dosage may be repeated as re-quired.,(3) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian:
§ 520.44 ,Acetazolamide sodium soluble

powder.

(a) _Speciftcations. The drug is in a
powder form containing acetazolamide

.,sodium,. JSP equivalent to 25 percent
acetazolamide activity.(b) Sponsor. See No. 010042 in § 510.-

.600 (c) of this chapter.
(c)-Conditions of use. (1), It is used

in dogs as anaid-hi the treatment of mild
congestive heart failure and for -rapid
reduction of intraocular pressure.

(2) It is administered orally at a dos-
agelevel of 5-to 15 .milligrams per pound
of body weight daily.

(31 For use only by or on the order of
alicensed veterinarian.
§ "520.62" Arninopentaraide hydrogen sub

phate.tablets.

(a)- Chmical name. 4-MDhethyla-
mino) -2.2-diphenylvaleramide hydrogen
sulfate.

(b) -Speciftcations. Each Aablet con-
tains 0.2 milligram of the drug.

(c0. Sponsor. See No. 000015 in §510.-
600(c) of this-chapter.

(d) -Conditions of use. (1) It Is In-
tended for use in dogs and cats only for
the treatment of vomiting and/or diar-
rhea, nausea, acute abdominal visceral
spasm, pylorospasm,- or hypertrophic
gastritis.

No=z: Not for. use In animaLs.with glau-
coma because of the occurrence of mydriasts.

(2) Dosage-is administered by oral
tablet every 8 -to 12 hours, as follows:

Dosage in
Weight of animal In pounds: milligramns

Up to 10 --------------------- 0.1
11t o 20 -------------........---- 0.2
21 to 50 ---------------------- 0.3
51 to loo ------------------------- 0.4
Over 100 -----...- ........--------- 0.5

Dosage may be gradually Increased up to
a maximum of five times the suggested
dosage. Oral administration of tablets
may be preceded by subcutaneous or In-
tramuscufar use of the injectable foim
of the drug.

(3) For use only by or on the order of
a licensed veterinarian.

RULES AND REGULATIONS

§ 520.82 Aninopropazine funmrate oral
dosage forms.

§ 520.82a Amincpropazinc fumaratc
tablets. - t

(a) Specifications. The drug Is in tab-
-let form. Each tablet contains aminopro-
pazine fumarate equivalent to 25 milli-
grams of amlnopropazine base.

(b) Sponsor. See No. 017220 in § 510.-
600(c) of this chapter.
- (c) Conditions of use. (1) The drug Is
used in dogs and cats for reducing ex-
cessive smooth muscle contractions, such
as occur in urethral spasms associated
with urolithiasis.

(2) It s administered at a doage level
of 1 to 2 milligrams per pound of body
weight. The dosage can be repeated every
12 hours, as indicated.

(3) Not for use in animals Intended
for food purposes.

(4) For use only by.or on the order of
a licensed veterinarian.
§ 520.82b Aminopropazine fumarate,

neomycin sulfate tablets.
(a) Specifications. The drug Is In tab-

let form. Each tablet contains both aml-
nopropazine fumarate equivalent to 25
milligrams ,of aminopropazine base and
neomycin sulfate equivalent to 50 milli-
grams of neomycin base.

(b) Sponsor. See No. 017220 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug Is
-used In dogs to control bacterial diar-
rhea-caused by organisms susceptible to
neomycin and to reduce smooth muscle
contractions.

(2) It Is administered at a dosage
level of one to two tablets per 10 pounds
of body weight twice daily for 3 days.

(3). Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.100 .. Amnprolium oral dosage

forms.
§ 520.100a- Amprolium drinkingwater.

(a) Chemical name. 1-(4-Amino-2-n-
propyl -5- pyrimidinylmethyl) -2- p1-
colinium chloride hydrochloride.

(b) Sponsor. See No. 000006 in § 510.600
(c) of this chapter. -

(c) Related tolerances. See § 556.50 of
this chapter.

(d) Conditions of use. It Is used in
drinking water as follows:

(1) Chickens and turkeys-(l)
Amount. 20 percent soluble powder.

(i) Indications for use. Treatment of
coccidlosis.

(ill) Limitations. Administer at the
0.012 percent level in drinking water as
soon as coccidloss Is diagnosed and con-
tinue for from 3 to 5 days (In severe out-
breaks, give amprollum at the 0.024 per-
cent level); continue -with 0.006 percent
amprollum-medicated water for an addi-
tional 1 to 2 weeks; no other source of
drinking water should be available to the
birds during this time; as sole source of
amprolium.

(2) Calves-l) Amount. 9.6 percent
solution or 20 percent soluble powder.

(a) Indications for use. As an aid In
the treatment of coccidlosis caused by
Eimeria boris and E. ,urnit.

(b) Limitations. Add 16 fluid ounces of
the 9.6 percent solution to each 100 gal-
lons of drinking water; or 4 ounces of
the soluble powder to each 50 gallons of
drinking water; at the usual rate of wa-
ter consumption, this will provide an in-
take of approximately 10 milligrams per
kilogram (2.2 pounds) of body weight;
offer this solution as the only source of
water for 5 days; for a satisfactory diag-
nosis, a microscopic examination of the
feces should be done by a veterinarian
or diagnostic laboratory before treat-
ment; when treating outbreaks, the drug-
should be administered promptly after
diagnosis is determined; withdraw 24
hours before slaughter.

(il) Amount. 9.6 percent solution or
20 percent soluble powder.

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
Elmeria boris and E. zurnff.

(b) Limitations. Add 8 fluid ounces
of the 9.6 percent solution or 4 ounces of
the 20 Percent soluble powder to each 100
gallons of drinking water; at the usual
rate of water consumption, this will pro-
vide an intake of approximately 5- mili-
grams per kilogram (2.2 pounds) of body
weight; offer this solution as the only
source of water for 21 days during pe-
riods of exposure or when experience in-
dicates that coccidlosis is likely to be a
hazard; withdraw 24 hours before
slaughter.
§Z20.100b Amprolium drench,.

(a) Chemical name. 1-(4-Amino-2-n-
propyl -5- pyrimidinymethyD -2- pi-
coinium chloride hydrochloride.

(b) Sponsor. See No.o000006 in § 510.-
600(c) of this chapter.
(c) Related tolerances. See § 556.50 of

this chapter.
(d) Conditions of use. It is used for

calves as follows:
(1) Amount. 9.6 percent solution or 20

percent soluble powder. -
(I) .Indications for use- As an aid in

the treatment of coccidiosts caused by
Eimerla bouis and E. zurnii.

(i) Limitations. Add 3 fluid-ounces of
the 9.6 percent solution to 1.pint of water
or 3 ounces of the 20 percent soluble
powder to each quart of water and with
a dose syringe administer 1 fluid ounce
of this solution for each 100 pounds of
body weight; this will provide a dose of
approximately 10- milligrams per kilo-
gram (2.2 pounds) of body weight; ad-
minister daily for 5 days; for a satis-
factory diagnosis, a microscopic ex-
amination of the feces should be done
by a veterinarian or diagnostic labora-
tory before treatment; when treating
outbreaks, the drug should be adminis-
tered promptly after diagnosls is deter-
mined; withdraw 24 hours before
slaughter.

(2) Amount. 9.6 percent solution or
20 percent soluble powder.

(I) Indications for use. As an aid in
the prevention of coccldlosis caused by
Elmerfa bouts and E. zurnii.

(iI) Limitations. Add 11 fluid ounces
of the 9.6 percent solution to I pint of
water or 1Y2 ounces of the 20 percent
soluble powder to each quart of water
and with a dose syringe administer 1
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fluid ounce of this solution for each 100
pounds of body weight; tliis will provide
a dose of approximately 5 milligrams per
kilogram (2.2 pounds) of body weight;
administer daily for 21 days during
periods of exposure or when experience
indicates that cocecidiosis is likely to be
a hazard; withdraw 24 hours before
slaughter.
§ 520.120 Anthelin tablets.

(a) Specifications. Anthelin tablets
contain anthelin as the active ingredient.

(b) Sponsor. See No. 017220 in § 510.-
600 (c) of this chapter.

(c) Conditions of use. (1) The drug is
used for the. removal of tapeworms
(Tqenia and Dipylidium spp.) from dogs.

(2) The tablets are administered
orally to dogs at a dosage level of 4.7
milligrams of anthelin per pound of body
weight up to a maximum dosage of 211.5
milligrams of anthelin for dogs 45
pounds or over. Only milk is fed 24 hours
prior to treatment. The dosage is re-
peated in one week if indicated.

(3) Do not administer to sick, fever-
ish, weak or undernourished dogs. De-
pression, nausea, vomiting and colic are
signs of overdosage. If vomiting, is a
problem, a light feeding within 1 hour
after administering the drug is recom-
mended. If no catharsis occurs within
3 hours an enema will facilitate passage
of large masses of tapeworms. Dogs may
be fed their normal ration 4 to 8 hours
after medication.
§ 520.182 Bicyclohexylammonium fu-

magillin.
(a) Specifications. The drug is a soluble

powder containing bicyclohexylammo-
nium fumagillin and aplroprlate phos-
phate buffers.

(b) Sponsor. See No. 043731 in § 510.-
60 0(c) of this chapter.

(c) Conditions of use. (1) The drug is
used for the prevention of nosema in
honey bees.

(2) It is administered usually in a 2:1
sugar sirup containing a concentration
of from 75 to 100 milligrams of fumagil-
lin activity per gallon of sugar sirup.

(3) Colonies used for package produc-
tion should be fed medicated sirup as a
principal food supply for a month prior
to stocking nuclei 'or shaking packages
for market.

(4) The medicated sirup should not be
fed immediately before or during the
honey flow. ,
§ 520.222 Bunamidine hydrochloride.

(a) Chemical name. N,N-Dibutyl-4-
(hexyloxy) -1-naphthamdine hydrochlo-
ride.

(b) Specifications. The drug is an oral
tablet containing bunamidine hydro-
chloride.

(c) Sponsor, See No. 011492 in § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) The drug is
intended for oral administration to dogs
for the treatment of the tapeworms
Dipylidium caninum, and Taenia psi-
formis and to cats for the treatment of
the tapeworms Dipylidium caninum and
Taenia taeniaeormis.

(2) .It is administered to cats and-dogs
at the rate of 25 to 50 milligrams per
kilogram of body weight. The drug should
be given on an empty stomach and food
should not be given for 3 hours following
treatment.

(3) Tablets should not be crushed,
mixed with food, or dissolved in liquid.
Repeat treatments should not be given
within 14 days. The drug should not be
given to male dogs within 28 days prior
to their use for breeding. Do not admin-
ister to dogs or cats having known heart
conditions.

(4) For use only by or on the order
of a licensed yeterinarian.
§ 520.240 Butonate liquid.

(a) Chemical name. O,O-Dimethyl
(2,2,2-trichloro-1-n-butyryl oxyethyl)
phosphonate.

(b) Specifications. Butonate liquid
veterinary contains 13 percent butonate
-by weight in a suitable base.

(c) Sponsor. See No. b11536 in § 510.-
600 (c) of this chapter.

(d) Conditions of use. (1) It is used
'in horses other thban foals (sucklings
and young weanlings) for the removal
and control of bots (Gastrophilus in-
testinalis, G. nasalis) and ascarids
(Parascaris equorum).

(2) It is administered by a stomach
-tube at a dosage level of 1 fluid ounce
per 200 pounds of body weight. The
dose is emulsified in a convenient amount
of water. ( 1/2 to 2 pints) at the time of
treatment before administration.

(3) The drug should not be given to
horses which are severely debilitated, suf-
fering from diarrhea. or severe constipa-
tion, infectious disease, toxemia or colic
until such conditions -are corrected with
proper therapy.

(4) This drug is a cholinesterase in-
hibitor. Do not use this drug in animals
simultaneously or within a few days
before or after treatment with or ex-
posure to cholinesterase-inhibiting drugs,
pesticides or chemicals.

(5) Not for use in horses intended for
food.

(6) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.260" n-Butyl chloride caspules.

(a) (1) Specifications. n-Butyl chlo-
ride capsules, veterinary contain 272
milligrams or 816 milligrams of n-butyl
chloride in each capsule.

(2) Sponsor. See No. 000031 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (i) It is used for
the removal of ascarids (Toxocara canis
and Toxascaris leonina) and hookworms
(Ancylostoma caninum, Ancylostoma
braziliense, and Uncinaria stenocephala)
from dogs and of the ascarid (Toxocara
cati) and hookworm (Ancylostoma tu-
baeforme) from cats.

(ii) (a) Animals should not be fed for
18 to 24 hours before being given the
drug. Puppies and kittens should be
wormed at 6 weeks of age. However, if
heavily infested, they may be wormed
at 4 or 5 weeks of age. Administration of
the drug should be followed in /2 to 1

hour with a teaspoonful to a tablespoon-
ful of milk of magnesia or 1 or 2 milk of
magnesia tablets. Normal rations may be
resumed 4 to 8 hours after treatment.
Puppies and kittens should be given a
repeat treatment In a week or 10 days.
After that they should be treated every
2 months (or as symptoms reappear)
until a year old. Wlien the puppy or
kitten is a year old, one treatment every
3 to 6 months Is sufficient.

(b) For dogs or eats that have been
wormed regularly, treatment every 3 to 0
months will be sufficient. If a dog or cat
has not been wormed previously and has
the symptoms of large roundworms a
dose should be given and repeated In 10
days. Removal of hookworms may re-
quire 3 or 4 doses at 10-day intervals.

(c) Puppies, dogs, cats, or kittens
weighing 1 to 3 pounds should be given 2
capsules per dose which contain 272
milligrams of n-butyl chloride each.
Such animals weighing 4 to 5 pounds
should be given 3 such capsulei. Animals
weighing 6 to 7 pounds should be given 4
such capsules and animals weighing 8 to
9 pounds should be given 5 such capsules.
Animals weighing 10 to 20 pounds should
be given 3 capfules which contain 816
milligrams of n-butyl chloride each, ani-
mals weighing 20 to 40 pounds should bo
given 4 such capsules and animals weigh-
ing over 40 pounds should be given 5 such
capsules with the maximum dosage being
5 capsules, each of which contains 810
milligrams of n-butyl chloride.

(iII) A veterinarian should be con-
sulted before using in severely debilitated
dogs or cats and also prior to repeated
use in cases which present signs of per-
sistent parasitism.

(b) (1) Specifications. n-Butyl chlo-
ride capsules, veterinary contain 221, 442,
884, or 1,768 milligrams or 4.42 grams of
n-butyl chloride In each capsule.

(2) Sponsor. See No. 015563 In § 510.-
600(c) of this chapter.(3) Conditions of use. (1) It Is used for
the removal Of ascarids (Toxocara cants
and Toxascaris leonina) and hookworms
(Ancylostoma caninum, Ancylostoma
braziliense, and Uncinaria stenocephala)
from dogs.

(ii) (a) Dogs should not be fed for 18
to 24 hours before being given the drug.
Administration of the drug should be fol-
lowed in 1/2 to 1 hour with a mild cathar-
tic. Normal rations may be resumed 4 to
8 hours after treament.

(b) The drug Is administered orally
to dogs. Capsules containing 221 milli-
grams of n-butyl chloride are adminis-
tered to dogs weighing under 5 pounds at
a dosage level of 1 capsule per 13/4 pound
of body weight. Capsules containing 442
milligrams of n-butyl chloride are ad-
ministered to dogs weighing under 5
pounds at a dosage level of 1 capsule per
21/2 pounds body weight. Capsules con-
taining 884 milligrams of n-butyl
chloride are administered to dogs as fol-
lows: Weighing under 5 pounds, 1 cap-
sule; weighing 5 to 10 pounds, 2 capsules;
weighing 10 to 20 pounds, 3 capsules;
weighing 20 to 40 pounds, 4 capsules; over
40 pounds, 5 capsules. Capsules contain-
ing 1,768 milligrams of n-butyl chloride
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are administered at a dosage level of 1
capsule per dog weighing 5 to 10 pounds.
Capsules contaming 4.42 grams of n-
butyl-chloride* are administered at a
dosage level'of 1 capsule per dog weigh-
ing 40 pounds or over.

(iii) .A veterinarian should be con-.
sulted before using in seyerly debilitated
dogs.
(c) (1) Specifications. n-Butyl chlo-

ride capsules, veterinary contain 884 or
1,768 milligrams or 4.42 grams of n-butyl
chloride in each capsule.

'(2) -Sponsor. See No. 000115 in
§ 510.600(c) -of this chapter.

(3) Conditions of use. Ci) It is used
for the removal of ascarids (Toxo6ara
canis and Toxascaris leonina) and hook-
worms (Ancyclostoma caninurn, Ancy-
clostoma braziiiense, and Uncinariasten-
ocephwla) from dogs. _

(ii) (a) Dogs should not be fed for 18
to 24 hours before being given he drug.
,Administration of the drug should be
followed in Y ot 1 hour with a mild ca-
thartic. Normal rations may be resumed
4 to 8 hours after treatment.

Cb) The drug is administered orally
to dogs. Capsules containi4g 884 milli-
grams of n-butyl chloride are adminis-
tered to dogs as follows: weighing under
5 -pounds, 1 capsule; weighing 5-10
pounds, 2 capsules; weighing 10-20
pounds, 3 capsules; weighing 20-40
pounds, 4 capsules; over 40 pounds, 5
capsules. Capsules containing 1,768 milli-
grams of n-butyl -chloride are adminis-
tered at a dosage level of 1 capsule per
dogs to dogs weighing 5-10 pounds and 2
capsules per dog to dogs weighing 20-40
pounds. Capsules containing 4.42 grams
of -butyl chloride are administsered at
dosage level of 1 capsule per dog to dogs
weighing 40 pounds or over.

(iii) A veterinarian should be con-
- sulted before using in severely debilitated

dogs.

§ 520.300 Camnlendazole suspension.
Ca) Specifications. -Xach fluid ounce

contains 0.9 gram of cambendazole.
(b) Spoitsor. No. 000006 in § 510.-

- 600Cc) of this chapter.
(c) Conditions of use. (1) It is used in

horses for the control of large strongyles
(Strongylus vulgaris, S. edentatus, - S.
equinus); small strongyles (Tricho-
n-ema, Poteriostomum, Cylicobrachytus,
Craterostomum, Oesophagodontus);
roundworms (Parascaris); pinworms
(Oxyuris) ; and threadworms CStrongyl-
oides).

(2) It is administered by stomach
tube or -as -a drench at a dose of 0.9
gram of cambendazole per. 100 pounds of
body weight (20 milligrams per kilo-
gram).

(3) For animals-maintained on prem-
ises where reinfection is likely to occur,
re-treatments'may be necessary. For
most effective results, re-treat In 6 to
8 weeks.

(4) Not for use in horses intended-for
food.
(5) Caution: Do not administer to

pregnant mares or to stallions at stud.

(6) Federal law restricts this drug to. coumaphos is a cholinesterase inhibitor
use by or on the order of a licensed and that animals being treated" with
veterinarian. coumaphos should not be exposed during

§ 520.420 Chlorothiazilde tablets. or within a few days before or after
treatment with any other cholinesterase

(a) Specifications. Each tablet con- inhibiting drugs, insecticides, pesticides,
tains 0.25 gram of chlorothiazide. or chemicals.

(b) Sponsor. See No. 000006 In § 510.- (e) Related tolerances.. -Se 40 CFR
600(c) of thls chapter. 180.189.

(c) Conditions of usg. (1) It Is intend- () Conditions of use. It Is used as a
ed for use in dogs for the treatment of top dressing on the daily feed ration of
congestive heart failure and renal edema. cattle for the control of gastrointestinal

(2) The usual dosage range is 5 to 10 roundworms (Haemonchus spp, Oster-
milligrams of chlorothiazide per pound tagla spp., Cooperia slp.,Nemat dirus
of body weight; a dose is administered spp. and Trichostrongglus spp.). It is
two or three times each day. The dosage administered at the rate of 1 ounce of
must be adjusted to meet the changing coumaphos crumbles per 100 pounds of
needs of the individual animal. In mild body weight per day for six consecutive
and responsive cases, It is suggested that days. Should conditions warrant, treat-
a dose of 5 milligrams per pound of body ment should be repeated at 30 day in-
weight* be administered two or three tervals. Not to be fed to cattle less than
times daily. In moderately edematous 3 months old. Not to be fed to sick ani-
and moderately responsive animals, a mals or animals under stress such as
dose of 7.5 to 10 milligrams per pound those Just shipped, dehorned, castrated,
of body weight may be administered or weaned within the previous 3 weeks.
three times each day. Severe conditions Not to be used In conjunction with oral
may require higher doses. Certain ani- drenches or with feeds containing
mals may respond adequately to Inter- phenothiazine.
mittent therapy; In these cases, the drug 520.540 Dinediasone oral dosage
may be administered either every other § orns.e
day or for 3 to 5 days each week.

(3) For use only by or on the order § 540.540a Dexvamethasone powder.
of a licensed veterinarian. (a) Specifications. Dexamethasone

§ 520.443 Chloropromazine hydrochlo- powder is packaged in packets contain-
ride. ing 10 milligrams of dexamethasone.

(b) Sponsor. See.No. 000085 in § 510.-
(a) Specifications. The drug is In tab- 600(c) of this chapter.

let form with the tablets containing (c) Conditions of use. (1) Dexametha-
chlorpromazine hydrochloride as the ac- sone powder is indicated n cases
tive drug Ingredient. where cattle and horses require ad-

(b) Sponsor. See No. 011716 In § 510.- ditional steroid therapy following its
600(c) of this chapter. parenteral administration. The drug is

Wc Conditions of use. (1) The drug is used as supportive therapy for manage-
administered orally to dogs and cats as a ment or Inflammatory conditions such as
tranquilizer, potentiator, and antemetio acute arthritic lameness, and for variouswith a sedating effect. .~ ct rhii aees n o aiu

()it adatineff ed ora o stress conditions where corticosterolds
(2) it is administered orally to dogs aie required while the animal is being

and cats at a dosage level of one tablet treated for a specific condition.
containing 10 millIgrams of chlorproma- (2) The drug is administered at a
zine hydrochloride per 7 pounds body dosage level of 5 to 10 milligrams per
weight or at a dosage level of one tablet animal the first day then 5 milligrams
containing 25-milligrams of cblorproma- per day as required by drench or by
zine lhydrochlorlde per 17 pounds body sprinklng on a small amount of feed.
weight. it is admiistered one to four (3) Clinical and experimental data
times daily depending upon the size of have demonstrated that corticosterolds
the dose and the needs of the patient. administered orally or parenterally to

(3) It Is not to be used In conjunction ,animals may Induce the first stage of
with organophosphates and/or procaine parturition when administered-during
hydrochloride since phenothiazines may the last trimester of pregnancy and may
potentiate the toxicity of organophos- precipitate premature parturition fol-
phates and the activity of procaine lowed by dystocla, fetal death, rdtainedhydrochloride.

(4) Federal law restricts this drug to placenta, and metritis.
(4eoonderal law restric isdvet- (41 Federal law restricts this drug touse by or on the order of a licensed v use by or on the order of a licensed

erinarian. veterinarian.
520.500 Coumaphos cru s. § 520.540b Dexamethasone holus.-

(a) Chemical name. O,O-Dlethyl 0-
3-chloro-4-methyl-2-oxo-2H-l-benzopy- (a) Specifications. Dexamethasone
ran-7-yl-phosphorothioate. bolus contains 10 milligrams of dexa-

(b) Specifications. Coumaphos Cun- methasone In each bolus which is half-
bles contain 0.32 percent coumnaphos, scored.

(c) Sponsor. See No. 000859 in § 510.- (b) Sponior. See No. 000085 in § 510.-
600(c) of this chapter. .00(c) of this chapter.

(c) Conditions of use. (1) Dexametha-
d) Special considerations. Adequate sone bolus, is indicated in cases

directions and warnings for use must be where cattle and horses require ad-
given and shall include a statement that ditional steroid therapy following its
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parenteral'administration. The drug may
be used as supportive therapy for man-
agement of inflammatory conditions
such as acute arthritic lamenesses, and
for various stress conditions where corti-
costeroids are required while the animal
is being treated for a specific condition.

(2) The drug is administered orally at
a dosage level of 5 to 10 milligrams per
animal the first day, then 5 milligrams
per day as required.

(3) Clinical and experimental data
have demonstrated that corticosteroids
administered orally or by injection to
animals may induce the first stage of
parturition when administered during
the last trimester of pregnancy and may
precipitate premature parturition fol-
lowed by dystocia, fetal death, retained
placenta, and metritis.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.580 Dichlorophene and toluene

capsules.
(a) Chemical name. 2,2'-Methylenebis

(4-chlorophenol) and toluene.
(b) Specifications. (1) Dichlorophene

has a melting point range of 1690 C. to
178 ° C. It has a minimum assay of 94
percent as determined by titration with
a standard solution of 0.1N sodium
methoxide using thymol blue to deter-
mine the visual end point.

(2) The toluene meets the U.S.P, re-
quirements for toluene reagent and
passes the thiophene test for benzene,
which is found in the seventeenth re-
vision of the U.S.P.

(c) Sponsor. See Nos. 011519, 000010,
and 011536 In § 510.600(e) of this-
chapter.

(d) Conditions of use. It is used for
the removal of ascards (Toxocara canls
and Toxascaris leonina) and hookworms
(Ancylostoma caninum and Uncinaria
stenocephala) and as an aid in the re-
moval of tapeworms (Taenia pisiformis,
Dipylidium caninum and Echinococcus
granulosus) from dogs and cats in suit-
able capsules which provide a dosage
level of 100 milligrams of diehlorophene
per pound of body weight and 120 milli-
grams of toluene per pound of body
weight. Solid foods and milk should be
withheld for at least 12 hours prior to
administration of the drug and for 4
hours afterwards.
§ 520.600 Diclilorvos."

(a) Chemical name. 2,2-Dichlorvinyl
dimethyl phosphate.

(b) [Reserved]
(c) Sponsor. See No. 011461 in § 510.-

600(c) of this chapter.
(d) Related tolerances. See § 556.180

of this chapter.
(e) Conditions of use in swine. (1) It is

recommended for the removal and con-
trol of sexually mature (adult), sexually
Immature and/or 4th stage larvae of the
whipworm (Trichuris suis), nodular
worms (Oesophagostomum sp.), large
round-worm (Ascaris suum), and the
mature thick stomach worm (Ascarops
strongylina) occurring in the lumen of
the gastrointestinal tract of pigs, boars.
and open or bred gilts and sows.

(2) The preparation should be added
to the indicated amount of feed as set
forth in paragraph (e) (2) of this section
end administered shortly after mixing,
as follows:

Pounds of Pounds of
feed to'be mixed feed Number of

Weightof mixedwith tobe pigs to boanimal each 0.03 administered treated per
In pounds ounce of to ach pig 0.08 ounce

dlcblorvos a3 a single of dichlorvo3
treatment

20-30 --------- 4 0.33 12
31-40.---------- 5 0.56 9
41-0 ---------- 6 1.00 6
61-80 --------- 5 L0 5
81-100 -------- 4 1.00 4
Adult Gilts,

Sows, and
Boars...... 16 4.00 4

(3) Do not use this product on ani-
mals either simultaneously or within a
few days before or after treatment with
or exposure to cholinesterase inhibiting
drugs, pesticides, or chemicals. The prep-
aration should be mixed thorolighiy with
the feed on a clean, impervious surface.
Do hot allow swine access to feed other
than that containing the preparation un-
til treatment is complete. Do not treat
pigs with signs of scours until these signs
subside or are alleviated by proper medi-
cation. Resume normal feeding schedule
afterwards. Swine may be retreated In 4
to 5 weeks.

f) Conditions of use in dogs. (1) For
removal of Toxocara canis and Toxasea-
ris leonina (roundworms), Ancylostoma
caninum and Uncinaria stenocephala
(hookworms). and Trichuris vulpis
(whipworm) residing in the lumen of
the gastrbintestinal tract.

(2) The drug is in capsule form for
direct administration and in pellet form
for administration in about one-third of
the regular canned dog food ration or In
ground meat. Dogs may be treated with
any combination of capsules and/or
pellets so that the animal receives a
single dose equaling 12 to 15 milligrams
of the active ingredient per pound of
body weight. One-half of the single rec-
ommended dosage may be given, and the
other half may be administered 8 to 24
hours later. This split dosage schedule
should be used in animals which are very
old, heavily parasitized, anemic, or other-
wise debilitated. The drug slould not be
used in dogs weighing less than 2 pounds.

(3) In some dogs, efficacy against Tri-
churias vulpis (whipworm) may be er-
ratic. Dogs that do not develop a nega-
tive stool for Trichuris vulpis ova 10 to
14 days following; initial treatment
should be re-treated. If a negative stool
is not obtained in 10 to 14 days following
re-treatment, alternate means of therapy
should be considered.

(4) Do not use in dogs infected with
Diroiflaria immitis.

(5) Do not use with other anthelmin-
tics. taeniacides, antifilarlal agents, mus-
cle relaxants, or tranquilizers.

(6) The drug'is a cholinesterase in-
hibitor. Not for use simultaneously or
within a few days before or after treat-
ment with or exposure to cholinesterase-
inhibiting drugs, pesticides, or chemicals.

(7) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(g) Conditions of use in horscs when
administered in grain. (1) It Is rec-
ommended for the removal and con-
trol of bets (Gastrophilu intestnals,
G. nasalis) , large strongyles (Strongylus
vulgaris, S. equinus, S. edentatus) , small
strongyles (of the genera Cyathostomum,
Cylicocercus, Cyliccyclus, Cylicodonto-
phorus, Triodontophorus, Poterlosto-
mum, Gyalocephalus), pinworms (Oxy-
uris equi), and large roundworm
(Parascaris equorum) in horses including
ponies and mules. Not for use In foals
(sucklings and young weanlings).

(2) For a satisfactory diagnosis, a
microscopic fecal examination should be
performed by a veterinarian or a diag-
nostic laboratory prior to worming.

(3) It is administered in the grain
portion of the ration at a dosage of 14.2
milligrams to 18.5 milligrams per pound
of body weight as a single dose. It may
be administered at one-half of the single
recommende. dosage and repeated 8 to
12 hours later in the treatment of very
aged, emaciated or debilitated subjects or
those reluctant to consume medicated
feed. In suspected cases of severe ascarld
Infection sufficient to cause concern over
mechanical blockage of the intestinal
tract, the split dosage should be utilized.

(4) Do not use In horses which are
severely debilitated, suffering from diar-
rhea or severe constipation, infectious
disease, toxemia or colic. Do not admin-
Ister in conjunction with or within 1 week
of administration of muscle relaxant
drugs, phenothiazine derived transqull-
izers or central nervous system depres-
sant drugs. Horses bhould not be sub-
jected to insecticide treatment for 5 days
prior to or after treating with the drug.
Do not administer to horses afflicted with
chronic alveolar emphysema (heaves) or
related'resplratory conditions. The prod-
uct is a cholinesterase inhibitor and
should not be used simultaneously or
within a few days before or after treat-
ment with or exposure to cholnesteraso
inhibiting drugs, pesticides or chemilcall,

(5) Do not use in animals other than
horses, ponies, and mules. Do not use in
horses, ponies, and mules Intended for
food purposes. Do not allow fowl access
to feed containing this preparation or to
fecal excrement from treated animals.

(h) Conditions ol use in horses when
administered orally by syringe. (1) It Is
recommended for the removal and con-
trol of first, second, and third Instar bets
(Gastrophilus intestinals and G. na-
salis), sexually mature and sexually Im-
mature (4th stage) ascartds (Parascars
equorum) in horses and foals.

(2) The product is in the form of a gel
which Is administered directly from a
syringe-onto the horse's tongue, The pro-
duct is administered at a dbsage level of
20 milligrams of dichlorvos per kilogram
of body weight for the removal of bets
and ascarids. The same dosage level Is
repeated every 21 to 28 days for the con-
trol of bots and ascarids. For the control,
of bets only, the repeat dosage is 10 milli-
grams per kilogram of body weight every
21 to 28 days during hot fly season.

FEDERAL REGISTER, VOL. 40, NO. 60-THURSDAY, MARCH 27, 1975

13842



RULES AND REGULATIONS

(3) Do not use this product in animals
sifaultane6usly or within a few days be-
fore or after treatment with or exposure
to cholinesterase-inhibiting drugs,
pesticides or chemicals. Do not adminis-
ter in conjunction with or within 1 week
of administration of muscle-relaxant
drugs; phenothiazine derived tranquil-

-izers, or central nervous system depres-
sants.

(4) Do not use in horses which are se-
verely debilitated or suffering from di-
arrhea or severe constipatin, infectious
disease, toxemia, or- colic. Do not ad-
minister to horses affected with chronic
alveolar emphysema (heaves) or other
respiratory conditions.

(5) Do not use in horses intended for
food purposes.

(6) Federal law restricts this drug to
usi by or on the order of a licensed vet-
erinarian.

(i) Conditions of use,-in cats and pup-
pies. (1) It is indicated for the removal
and control of roundworms (Toxocara
canis, Toxocara cati, Toxascaris leonina)
and hookworms (Ancylostonia caninum,
Ancylostoma tubaelorme, Uncinaria
stenocephala) occurring in the intestinal
tracts of cats and puppies.

(2) The drug is in tablet form and is
administered orally at a dosage level of
5 mg of the active ingredient per pound
of body weight.

- (3) Do not administer to puppies or
cats showing signs of constipation, me-
chanical blockage of the intestinal tract,
impaired -liver function, or to animals
recently, exposed to or showing signs of
infectious disease. The drug is a cholin-
esterase inhibitor and should not be used
simultaneously or within a few days be-
fore or after treatment with or exposure
to cholinesterase-inhibiting drugs, pesti-

-cides, or chemicals. . -
(4) Do not use in animals under 10

days of age or under 1 pound of body
weight.

(5) Federal law restricts this drug to
use by or - on the order of a licensed
veterinarian.
§ 520:620 Diethylcarbamazine.

(a) Chemical name. N.N-Diethyl-4-
methyl-l-piperazine-carboxamide.

(b) Specifications. Each pound of the
drug contains 30 grams df diethylcar-
bamazine (as base).

(c) -Sponsor. See No. 010042 in § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) It is admin-
istered to dogs to aid in the continual
control of large roundworms (Toxocara
canis) and to aid in the prevention of
heartworm disease (Dirofilaria immi-
tis). In those areas where roundworms-

,are suspected or known to be a problem,
it is added to the daily diet. In those
areas where heartworms are endemic,
it is added to the daily diet at the be-
ginning of the mosquito activity and
treatmeit is continued throughout the
mosquito season and for approximately
1 month thereafter.

(2) It is administered daily in meal
or moist fe eds as follows:

Weight of nilmal Recommended Dozo In
in pounds amnount per day nlm

2D ----.---------- X level tcaspoonfal__ M
50.- 3 level tSpDnuL.. 710
100. I level teaspouL..... 14)

(3) Dogs with established heartworm
infections should not receive diethylcar-
bamazine until they have been converted
to a negative status.

(4) For use only by or on the order
of a licensed veterinarian.
§ 520.622 Dietlylcarbtmazinc citrate

oral dosage forms.
§ 520.622a Diethylcarhamazine citrate

tablets.
(a),(1) Specifcations. Diethylcarbam-

"azine citrate tablets contain 50, 200, or
400 milligrams of diethylcarbamazine
citrate per tablet.

(2) Sponsor. See No. 010042 in
§ 510.600(c) of this chapter.

(3) Conditions of use. (I) The drug
is used'as an aid in the treatment of
ascarlds In dogs and cats and for the
prevention of heartworm disease (Dfro-
flaria immitis) in dogs.

(i) For the treatment of ascarlds n.
dogs and cats, the tablets are admin-
istered orally or pulverized and given In
the feed or water at a dosage level of
25 to 50 milligrams of diethylcarbama-
zine citrate per pound of body weight.
A repeat dose should be given In 10 to
20 days to remove immature worms
which may enter the Intestine from the
lungs after the first dose.

(Iii) For the prevention of heartworm
disease in heartworm endemic areas
dogs should be given- a daily dose of 3
milligrams of diethylcarbamazine citrate
per pohund of body weight.

(iv) Dogs with established heartworm
infections should not receive the drug
until they have been converted to a
negative status.

(v) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(b) (1) Specifications. Dlethylcarbam-
azine citrate tablets contain 100, 200 or
300 milligrams of diethylcarbamazine
citrate per tablet.

(2) Sponsor. See No. 000003 In § 510.-
600(c) of this chapter.

(3) Conditions of utse. (I) It is used
in dogs for the prevention of infection
with Dirofilaria immitis (heartworm dis-
ease) and as an aid In the treatment
of ascarid infections (Toxocara canis
and Toxascaris leonina) in dogs.

(ii) For the prevention of heartworm
disease in dogs the drug is given orally
once a day at a dosage rate of 3 mili-
grams of diethylcarbamazine citrate per
pound of body weight. Young dogs may
be started on the prevention program at
2 months of age. For treatment of
ascarid infection in dogs, the drug is
given orally at a dosage rate of 25 to
50 milligrams of diethylcarbamazine
citrate per pound of body weight. A re-
peat dose should be given In 10 to 20
days to remove Immature worms which

may enter the intestines from the lungs
after the initial treatment.

(Ill) Use of the drug Is not recom-
mended In dogs with active D. immitis
infections.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.622b Diethylcarbamazine citrate

syrup.

(a) (1) Specifications. Each milliliter
of syrup contains 60 milligrams of
diethylcarbamazlne-cltrate.

(2) Sponsor. See Nd. 021188 in, § 510.-
600(c) of this chapter.

(3) Conditions of use. (I) The drug
is indicated for use in dogs for the pre-
vention of infection: with Dirofllaria
immitis and T. canis and T. leonina. It
is also indicated for treatment of ascarid
infections of T. canis and T. leonfna in
dogs and T. cati in cats.

(Ii) For prevention of heartworm and
ascarld infections In dogs, the drug may
be added to the daily diet at a dosage-
rate of 3.0 milligrams per pound of body
weight per day or given directly by
mouth at the same dosage rate. For
treatment of ascarid infections in dogs
and cats, the drug is- administered at a
dosage level of 25 to 50 milligrams per
pound of body weight preferably admin-
istered immediately after feeding.

(Ill) Older dogs should be proven neg-
ative for the presence of Dirofiaria
immitis Infection before administration
of the drug. Those with proven infection
of Dlrofllaria immitis should be ren-
dered negative using adulticidaI and
microffilaricidal drugs befoz administra-
tion of this drug.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(b) (1) Specifications. Each milliliter
of syrup contains 60 milligrams of di-
ethylcarbamazine citrate.

(2) Sponsor. See No. 010042 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (i) It is used
for the prevention of infection with Diro-
jilaria immitis in dogs.

(H) The drug may be added to the
daily ration at a dosage rate of 3.0 mil- -
ligrams per pound of body weight or
given directly by mouth at the same dos-
age rate.

(li1) Older dogs-should be proven neg-
ative for the presence of Diroftlaria im-
mitis infection before administration of
the drug. Those with proven infection
of Dirofilaria immitis should be rendered
negative usng adulticidal and micro-
flaricidal drugs before administering
this drug.

(Uv) Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.

(c) (1) Specifications. Each milliliter
of syrup contains 60 milligrams of di-
ethylcarbamazine citrate.

(2) Sponsor. See No. 015563 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (I) The drug is
Indicated for use in dogs between the
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ages of 4 weeks and 8 months of age, for
the removal of Toxocara canis.

(ii) The drug is administered 'at a
dosage level of 50 milligrams per pound
of body weight divided into two equal
doses and administered 8-12 hours apart
(morning and night) mixed with either
dry or wet food.

(iii) Dogs older than 8 months of age
may be infected with Dirofilaria im-
mitis. Use of the drug is contraindi-
cated in dogs with active D. immitis
infections.

(v) Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.
§ 520.680 Dimetridazole oral dosage

forms.
§ 520.680a Dimetridazole drinking wa-

ter.
(a) Chemical name. 1,2-Dnimethyl-5-

nltrolmldazole.
(b) Speciftcations. (1) Melting point

range: 1370 C. to 1410 C.
(2) Assay (dry basis): 98 to 101 per-

cent (by titration with perchloric acid
in acetic acid).

(W) Sponsor, See No. 017210 in
§ 510.600(c) of this chapter.

(d) Related tolerances. See § 556.210
of this chapter.

(e) Conditions of use. It is used in the
drinking water for turkeys as-follows:

(1) Amount. 0.01 percent.
(i) Indications for use. Prevention of

blackhead (histomoniasis, infectious en-
terohepatitis).

(ii) Limitations. As sole source of
drinking water; do not give to birds
producing eggs for human consumption;
withdraw'5 days before slaughter; as
sole source of dimetridazole.

(2) Amount. 0.02 percent.
(I) Indications for use. Treatment of

blackhead (histomoniasis, infectious
enterohepatitis).

(I) Limitations. As sole source of
drinking water; do not give to birds lpro-
ducing eggs for human consumption;
withdraw 5 days before slaughter; as sole
source of dimetridazole.

(3) Amount. 0.04 percent.
(I) Indications for.use. Treatmerit of

severe outbreaks of blackhead (histo-
moniasis, infectious enterohepatitis).

(I) Limitations. As sole source of
drinking water; treat for 5 days only;
do not give to birds producing eggs for.
human consumption; withdraw 5 days
before slaughter; as sole source of
dimetrIdazole.

520.680b Dimetridazole tablets.

(a) Chemical name. 1,2-Dimethyl-5-
nitroimidazole.

(b) Specifications. (1) Melting point
range: 1370 C to 141 ° C.

(2) Assay (dry basis): 98 to 101 per-
cent (by titration with perchloric acid in
acetic acid).

(c) Sponsor. See No. 017210 in § 510.-
600(c) of this chapter.

(d) Related tolerances. See § 556.210
of this chapter.

(e) Conditions of use. 'It is used in
tablets for turkeys ,as follows:

(1) Amount. 125 milligrams per tablet.
(2) Indications for use. Treatment of

blackhead (histomoniasis, infectious
enterohepatitis).

(3) 'Limitations. Administer 1 tablet
per bird weighing not less than 1 pound
nor more than 10 pounds, 2 tablets per
bird over 10 pounds; do not give to birds
producing eggs for human consumption;
do not administer within 5 days of
slaughter; as sole source of dimetrida-
zole.
§ 520.704 Diphenylhydantoin sodium

capsules.
(a) Specifications. Diphenylhydantoin

sodium capsules conform to U.S.P.
XVIII requirements.

(b). Sponsor. See No. 000071 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
indicated for use in the control of epilep-
tiform convulsions in dogs.

(2) An initial dose of from 4 to 8 milli-
grams per pound of body weight in
divided doses is suggested with the dose
then gradually increased or decreased to
the daily minimum amount necessary to
maintain control.

(3) Since control with the drug re-
quires several days, the transition from
other anticonvulsants to this drug should
be gradual. Sudden withdrawal of other
anticonvulsants, including phenobar-
bital, should be avoided in order to exer-
cise proper control of the convulsions.

(4) For use only by or on the order of
a licensed veterinarian:
§ 520.763 Dithiazanine iodide oral dos-

age forms.
§ 520.763a Dithiazanine iodide tablets.

(a) Chemical name. 3-Ethyl-2-[5-(3-
ethyl - 2 - benzothiazolinylidene) - 1,3-
pentadienylj-benzothiazolium iodide.

(b) Specifications. Dithiazanine iodide
tablets contain 10 milligrams, 50 milli-
grams, 100 milligrams, or 200 milligrams
of dithiazanine iodide in each tablet.

(W) Sponsor. See No. 000986 in § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) The tablets
are administered orally to dogs immedi-
ately after feeding using the following
dosage schedule for various parasite
infestations:

Milligrams Length of
Per pound treatment-

of body days
weight

Large roundworms (Too-
care rants, Toxascarls le-
onina) -------------------- 10 3-5

Hookworms (Ancylostoma
caninum, Uncinariasteno-
cephala) ------------------- 0 7

Whipworms (TrIchurls rul-
is) .............. 10 7

Strongyloldes (Strongyglofdes
cans, Strongyloides ster-
coralis) ------------------ - 10 10-12

Heartworm microfilarlae
(Dirofilartaimmitus) ------ 3-5 7-10
Treatment with dithla-

zanine Iodide for heart-
worm molerfilarlao should
follow 6 weeks after themy
foradult worms.

(2) The drug is contraindicated in
animals sensitive to dithiazanine iodide

and should be used cautiously, if at all,
in dogs with reduced renal function.'

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.763b Dithiazunine iodido powder.

(a) Chemical name. 3-ethyl-2-46-(3-
ethyl - 2 - benzothiazolinylidene) - 1,
3-pentadienyll-benzothiazoliumodide

(b) Specifications. Dithlazanine iodide
powder contains 200 milligrams of dl-
thiazanine iodide per level standard
tablespoon.

(c) Sponsor. See No. 000986 In § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) Dithiazanlne
iodide powder Is administered to dogs by
mixing-the proper dosage in the dog's
food, using the following dosage schedule
for various parasite infestations:

Milligrams Length of
per pound treatment-of body dy

weight 
days

Large roundworms (Toro.
care canf,, Toxascarfs te-
onina) ----------------- 10 a-5

Hookworms (Ancylotoma
caninum, Unclnarla ateno-
cephala) .................. 10 7

Whlpworms (Trichuris rul-
pis) .................. . 10 7

Strongyloldes (Slrongyodes 0
an.3s SrongVlode ster-

coral ................... 0 10 W-12
Heartworm mtcrofllarao

(DIrofitarbaimmltus) ...... 3-5 7-10
Treatment with ditlla-

zanino Iodide for heart
worm mlerofilaxiao should
follow 6 weeks alter therapy
or adult worms.

(2) The drug is contraindicated in
animals sensitive to dithiazanine Iodide
and should be used cautiously, if at all,
in dogs with reduced renal function,

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§,520.784 Doxylamine succinate tablets,

(a) Specifications. The drug is In
tablet form and contains doxylamino
succinate as the active drug ingredient.

(b) Sponsor. See No. 017220 In § 510,-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
used in conditions in which antihista-
minic therapy may be expected to alle-
viate" some signs of disease in horses,
dogs, and cats.

(2) It is administered orally to horses
at a dosage level of 1 to 2 milligrams per
pound of body weight per day divided
into 3 or 4 equal doses. It is administered
orally to dogs and cats at a dosage level
of 2 to 3 milligrams per pound of body
weight per day divided into 3 or 4 equal
doses.

(3) Not for use in horses intended for
food.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.823 Erythromycin phosphate.

(a) Specifications. Erythromnycin phos-
phate is the phosphate salt of the
antibiotic substance produced by the
growth of Streptomyces'erjthreuts or the
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same antibiotic substance produced by
any other means. One-gram of erythro-
lmycin phosphate is equivalent-to 0.89
gram of erythromycin master standard.

(b) Sponsor. See No. 043731 in § 510.-
600(c) of this chapter. ,

(c) Related tolerances. See § 556.230
of this chapter.

(d) Conditions of use. It is used in
drinking water as -follows:

(1) Broiler and replacement chick-
ens-(i) Amount. 0.500 gram per gallon.

(ii) Indications for use. As an aid in
the control of chronicresiiratory disease
due to Vpcoplasma gallisepticum suscep-
tible to erythromycin.

- (ifi) Limitations.. Administer for 5
days; do not use in replacement pullets
over 16 weeks of age; do not use In chick-
ens producing eggs for human consump-
tion; to assure effectiveness, treated birds
must consume enough medicated water
to provide a therapeutic dosage; solu-

- tions older than 3 days should not be
used; withdraw 1 day before slaughter.

(2) Replacement chickens and chicken
breeders-(i) A ont. 0.500 gram per
gallon. -

(i) Indications for use. As an aid in
the control of infectious coryza due to
Hemophilus gallinarum susceptible- to
erythromycin.

(iiI) Limitations. Administer for 7
days; do not use in replacement pullets
over 16 weeks of age; do nbt use in chick-
ens producing eggs for human consump-
tion; to assure effectiveness, treated birds
must consume enough medicated -water
to provide a therapeutic dosage; solu-
tions older than 3 days should not be
used; withdraw 1 day before slaughter.

(3) Growing turkeys-C) Amount.
0.500 gram per gallon.'

(il) Indications for use. As an aid in
the control of blue comb (nonspecific
infectious enteritis) caused by organisms

-susceptible to erythromycin.
I (iii) Limitations. Administer, for 7

days; do not use in turkeys producing
eggs for human consumption; to assure
effectiveness, treated birds must con-
sume enough medicated water to pro-
vide a therapeutic dosage; solutions older
than 3 days should not be used; with-
draw 1 day before slaughter.
§ 520.863 Ethylisobutrazine hydrochlo-

ride tablets.
-(a) Specifications. Each tablet con-

tains either 10 milligrams or 50 milli-
grams of ethylisobutrazine hydrochloride.

(b) Sponsor- See No. 017220 in § 510.-
600(c) of this chapter.

(c) Conditions, of use. (1) It is ad-
ministered orally to dogs as a tranquil-
izer.

(2) It is administered once daily at
a dosage level of 2 to 5 milligrams of
ethylisobutrazine hydrochloride per
pound of body weight.

(3) It is not to be used in conjunction
with organophosphates and/or procaine
-hydrochloride because phenothiazine
may potentiate the toxicity of organo-
phosphates and the activity of procaine
hydrochl6ride.

(4) Federal law restricts this drug to
use by or on the order of a licensed veter-
inarian.
§ 520.1100 Griscofulvin.

(a) Chemfcal name. 7-Chloro-2',4,6-
trlmethoxy-6'-methylspro [benzofuran-
2(3H),r'-[2]-cyclohexene]-3,4'-done.

(b) Specifications. Complies with
U.S.P. for grLseofulvnl mcrosize.

(c) Sponsor. (1) See No. 000085 in
§ 510.600(c) of this chapter for the spon-
sor of the usages provided by paragraph"
<d) (1) and (3) of this section.

(2) Se No. 000029 in § 510.600(c)
of this chapter for the sponsor of the
usage provided by paragraph (d) (2) of
this section.
-(d) Comditions of use. (1) As a soluble
powder for horses, it is administered as
a drench or as a top dressing on feed. It
is used for equihe ringworm infection
caused by Trichop7hytoh equlnum, or Mi-
crosporum gypseum. Administer for not
less than 10 days a daily dose as follows:
Adults, 2.5 grams; yearlings, 1.25 to 2.5
grams; and foals, 1.25 grams. Not for use
in horses intended for food. For use only
by or on the" order of a licensed veteri-
narian.

(2) In capsules containing 125 mlli-
grams of griseofulvin for use in dogs and
cats by oral administration at a dosage
level of 10 milligrams per pound of body
weight daily in a single or divided dose.
It is used for the treatment of infections
caused by dermatophytic fungi of the
skin, hair, and nails caused by Trlcho-
v h.ton mentagrophtes, T. schwen elen,
T. verrucosum, Epidermophyton floc-
cosum, Microsporum gypseum, and f.
canis. Treatment should be continued for
3 to 4 weeks in skin and hair infections
and up to 4 months treatment is required
in nail infections. The capsules may be
taken apart and the contents put on food
to facilitate administration. For use only
by or on the order of a licensed veteri-
narian.

(3) (1) Boluses containing 2.5 grams
of griseofulvin are used in horses for
treating ringworm infection caused by
Trichophyton equinum. It is adminis-
tered to adult horses at a level of one
bolus per day, to yearlings at one-half
to one bolus per day, and to foals at one-
half bolus per day. All three dosage
levels should be administered for a period
of not less than 10 days. In responsive
cases, .treatment should be continued
until all infected areas are proven nega-
t tive by appropriate culture. Not for use
in homes intended for food.

(ii) Federal law restricts this drug to
use by or on the order of a-licensed
veterinarian.
§ 520.1120 Haloxon oral dosge forms.
§ 520.1120a Haloxon drench.

(a) Chemical name. 3-Choloro-7-
hydoxy-4-methyleoumarn bis (2-chlo-
roethyl) phosphate.

(b) Specifications. Haloxon assay of
not less than 96 percent by infrared spec-
trum at 8.62 microns.

(c) Sponsor. See No. 011492 In § 510.-
600(c) of this chapter.

(d) Spedlal considerations. Do not use
any drug, insecticide, pesticide or other
chemical having chollnesterase-inhlbt-
lng activity either simultaneously or
within a few days before or after treat-
ment with haloxon.

(e) Related tolerances. See § 556.310
of this chapter.

(W Conditions of "use. It is used as a
drench as follows:

(1) Cattle-l) Amount. 141.5 grams
per packet.

(C1) Indications for use. Control of gas-
trointestinal roundworms of the genera
Haemonchus, Ostertagia, Trichostron-
gylus, and Cooperia.

(riI) Limitations. Ca) Dissolve each
packet in 32 fluid ounces of water and
administer as follows:

Dose
(fluid

Weight of animal (pounds): ounces)
up to %00........
100 to 260 ......... _ -260 to 200.- 1
200 to 300-- 13r
300 to . .2
450 to 70 3
700 to 1.000 14
1,000 to l,2O-- _ __ 5
Over 1.200- 6

(b) Do not treat within 1 week of
slaughter; do not treat dairy animals of
breeding age: animals should be re-
treated In 3 to 4 weeks.

(2) Sheep and goats-(1) Amount
44.9 grams per packet.

(a) Indications for use. Control of gas-
trointestinal roundworms of the genera
Haemonchus, Ostertagia, and Cooperia
in sheep and Haemonchus in goats.

(b) Limitations. (1) Dissolve each
packet In 32 ounces of water and ad-
minister as follows:

Dose
(11505

Weight of animal (pounds): ounces)
up to so--
50 to DO --

s0 to 150.....
Over 150 ------ -

(2) Do not treat within I week of
slaughter; do not -treat dairy goats of
breeding age; heavily parasitized ani-
mals should be retreated in 3 weeks.

0II) Amount. 141.5 grams perpacket.
(a) Indications for-use. Control of

gastrointestinal roundworms of the
genera Haemonchus, Ostertagia, and
Cooperta in sheep and Haemonchus in
goats.

b) Limitations. (1) Dissolve each
packet in 32 fluid ounces of water and
administer as a drench as follows:

Dose

Weight of anImal (pounds): liter)
Up to 21_ 2.5
22 to 30-- 4
30 to 50 ---------
50 to 80 ____ 10
80 to 120 ------------ - 15
Over 120..20

(2) Do not treat within 1 week of
slaughter; do not treat dairy goats of
breeding age; animals should be re-
treated in 3 to 4 weeks.
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§ 520.1,120b "Haloxon boluses.
(a) Chemical name. 3-Chloro-7-hy-

droxy - 4-methylcoumarin bis(2-chloro-
ethyl) phosphate.

(b) Specifications. Each bolus contains
10.1 grams of haloxon.

(c) Sponsor. See No. 011492 in § 510.-
600 (c) of this chapter.

(d) Related tolerances. See § 556.-
310 of this chapter.

(e) Conditions of use. (1) Haloxon
bolus is an anthelmintic used in cattle for
the control of gastrointestinal round
worms of the genera Haemonchus, Os-
tertagia, Trichostrongylus and Cooperia.

(2) It is administered as follows:
Dose

Weight of animal (pounds): (bolus(s))
200 to.300 -------------------------
350 to 600 -------------------- 1
650 to 800 -------------------- 1
850 to 1,200 -.. ------------------ 2
Over 1,200 -------- .......-------- 3

(3) For most effective results, re-treat
animals in 3 to 4 weeks. If reinfection is
likely to occur, additional re-treatments
may be necessary.

(4) Do not use any drug, pesticide or
other chemical having cholinesterase in-
hibiting activity either simultaneously
or within a few 'days before or after
treatment with haloxon. "

(5) Do not treat animals within one
week of slaughter.

(6) Do not treat dairy animals of
breeding age or older.

§ 520.1162 Ipronidazole hydrochloride
soluble powder.

(a) Chemical name. 2-isopropyl-1-
methyl-5-nitroimadazole hydrochloride.

(b) Specifications. Each gram of
ipronidazole hydrochloride soluble
powder contains the equivalent of 823
milligrams of ipronidazole.

(c) Sponsor. See No. 000004 in § 510.-
600(c) of this chapter.

(d) Related tolerances. See § 556.340
of this chapter.

(e) Special considerations. Ipronida-
zole hydrochloride soluble powder may
be used as provided for in this section
in conjunction with 0.00625 percent
ipronidazole in turkey feed as provided
for in § 558.305 of this chapter.

(f) Conditions of use. (1) The drug
Is used for the treatment of blackhead
(histomonlasis) in turkeys.

(2) The drug is added to drinking
water in an amount to provide a con-
centration of 0.0125 percent ipronidazole.

(3) The drug is administered for a
treatment period of 7 consecutive days.

(4) Withdraw 5 days before slaughter.
Do not administer to turkeys producing
eggs for food.

§ 520.1204 Kanamycin sulfate, amino-
pentamide hydrogen sulfate, pec-
tin, bismuth subcarbonate, activated
attapulgite oral.

(a) Specifications. Each tablet or each
five milliliters of suspension of the drug
contains: 100 milligrams of kanamycin
as the sulfate (the kanamycin used con-
forms to the standards of identity,
strength, quality, and purity prescribed
by § 444.30 of this chapter), 0.033 mllli-

gram of aminopentamide hydrogen sul-
fate, 25 milligrams of pectin, 250 milli-
grams of bismuth subcarbonate, and 500
milligrams of activated attapulgite.

(b) Sponsor. See No. 000015 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is admin-
istered orally to dogs for the sympto-
matic relief of acute bacterial diarrhea
c a u s e d by kanamycin-susceptible
organisms.

(2) The drug is recommended for use
at the rate of one tablet or one teaspoon-
ful (5 milliliters) of suspension per 20
pounds of, body weight every 8 hours.
Animals weighing under 10 pounds
should be given one-half the above
amount every 8 hours. The Initial dose
should be twice the amount of a single
dose. Maximum dosage should .not ex-
ceed three times the recommended dose.

(3) For use only by or on the order
of a licensed veterinarian.
§ 520.1242 Levamisole hydrochloride

oral dosage forms.
§ 5 2 0.12 4 2 a Levamisole hydrochloride

drench and drinking water.
(a) Chemical name. (-) -2.3.5,6-Tetra-

hydro-6-phenylimidazo[2.1-b] thiazole
monohydrochoride.

(b) Specifications: Assay of not less
than 98 percent by nonaqueous titration
with 0.1N potassium isopropoxide; 1
isomer minimum 95 percent pure by
oftical rotation.

(c) Sponsor. (1) See No. 010042 in
§ 510.600(c) of this chapter for condi-
tions of use provided for in paragraph
(f) of this section.

(2) See No. 011716 in § 510.600(c) of
this chapter for conditions of use pro-
vided for in paragraph (f)(2) of this
section.

(d) [Reserved]
(e) Related tolerances: Section 556.-

350 of this chapter.
(f) Conditions of use, It is used as fol-

lows:
(1) Cattle-() Amount. 46.8 grams

per packet.
(ii) Indications for use. Anthelmintic

effective against the following nematode
infections: Stomach worms (Haemon-,
chus, Trichostrongylus, Ostertagia), In-
testinal worms (Trichostrongylus, Co-
operia, Nematodirus, Bunostomum, Oe-
sophagotomum), and lungworms (Dic-
tyocaulus).

(iii) Limitations. Dissolve in water to
provide 32 fluid ounces of drench solution
and administer as a drench at 1/ ounce
0.365 gram) per 100 pounds of body
weight as a single dose; or dissolve in
water toprovide 8.75 fluid ounces of con-
centrate solution and administer as a
drench at 2 cubic centimeters (0.365
gram) per 100 pounds of body weight as
a single oral dose by syringe; conditions
of constant helminth exposure may re-
quire re-treatment within 2 to 4 weeks
after the first treatment; do not slaugh-
ter for food within 48 hours of treatment;
not for use in dairy animals of breeding
age; consult veterinarian before using In
severely debilitated animals.

(2) Sheep-(i) Amount. 4.68 grams
per packet.

(a) Indications for use. Anthelmintic
effective against the following nematode
infections: Stomach worms (Haemon-
chus, Trichostrongylus, Ostertagia), In-
testinal worms (Trichostrongylus, Co-
operia, Nematodirus, Bunostomum, Oe-
sophagostomum, Chabcrtta), and lung-
worms (Dictyocavlus).

(b) Limitations. Dissolve In 1 gallon
(128 fluid ounces) of water and admin-
ister as a single drench at 1 ounce (0.305
gram) per 100 pounds of body weight,
conditions of constant helminth expo-
sure may require re-treatment within 2
to 4 weeks after the first treatment: do
not slaughter for food within 72 hours of
treatment; consult veterinarian before
using in severely debilitated animals.

(il) Amount. 11.7 grams per packet,
(a) Indications for use. Anthelmintle

effective against the following nematode
infections: Large roundworms (Ascarls
suum), nodular worms (Oesophagosto-
mum spp.), inte'stinal thread worms
(Strongyloides ransomi) and lungworms
(Metastrongylus app.),

(b) Limitations. Dissolve in 1 quart (32
fluid ounces) of water and administer as
a single drench at 1 ounce (0.365 gram)
per 100 pounds of body weight or dis-
solve 1 packet in 10.9 fluid ounces of
water and administer as a single drench
at 1 cubic centimeter (0.036 gram) per
10 pounds of body weight; conditions of
constant helmfnth exposure may require
re-treatment within 2 to 4 weeks after
the first treatment; do not slaughter for
food within 72 hours of treatment: con-
sult veterinarian before using in severely
debilitated animals.(3) Swine-(i) Amount. 18.15 grams
per bottle.

(Ii) Indications for use. Anthelmintic
effective against the following nematode
infections: Large roundworms (Ascaris
suum), nodular worms (Oesophayo-
stomum spp.), intestinal thread worms
(Strongyloides ransomi) and lungworms
(Metastrongylus ,pp.).

(III) Limitations. Dissolve In water to
provide 500 cubic centimeters of con-
centrate solution, add 10 cubic centi-
meters (2 teaspoons) of this concentrate
solution to each gallon of drinking water;
allow one gallon of medicated water for
each 100 pounds of body weight of pigs
to be treated; no other source of water
should be offered; pigs maintained under
conditions of constant exposure to worms
may require re-treatment within 4 to 5
weeks after the first trdatment; do not
administer within '72 hours of slaughter
for food.
§ 520.1242b Levamlsole hydrochloride

tablet or oblet (bolus).
(a) Chemical name. (-) -2,3,5,6-Tetra-

hydro-6-phenylimidazo[2,1-bl thiazole
monohydrocliloride.

(b) Specifications. Assay of not less
than 98 percent by nonaqueous titration
with 0.1 N potassium isopropoxido; 1
Isomer minimum 95 percent pure by op-
tical rotation.

(c) Sponsor. (1) See No. 010042 in
§ 510.600(c) of this chapter for condi-
tions of use provided for In paragraph
(f) of this section and § 520.1242a(f) .
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(2) See No. 011716 in § 510.600(c) of
this chapter for conditions of use pro-
vided for in paragraph C) of this sec-
tion and § 520.1242a(f).

(d) fReserved]
(e) Related toleratices. See § 556.350 of

this chapter.
(f) Conditions of use.' (i) It is used in

an oblet for cattle as follows:
(i) Amount. 2.19 grams per oblet:
(ii) Indications for-use. Anthelmlntic

effective against the following nematode
infections: -Stomach worms (Haemon-
chus, Trichos trongglus, Ostertagia), in-
testinal worms (Trichostronglus, Coop-
era, Nematodirus, Bunostomum, Oeso-
phagotomum), and lungworms (Dictio-
caulus).

(iII) Limitations. Administer as a sin-
-gle dose as follows: 250 to 450 pounds,
% 6blet; 450 to 750 pounds, 1 oblet; and
750 to 1,050 pounds, 1Y2 oblets; condi-
"tions of constant helminth exposure may
require re-treatment within 2 to 4 weeks
after the first treatment; do not slaugh-
ter for food within 48 hours of treat-
ment; not for use in- dairy animals of
breeding age; consult veterinarian before
using in severely debilitated animals.

(2) It is used in a tablet for sheep as
follows:

(i) Amount 0.184 gram per tablet.
(ii) Indications for use. Anthelmintic

effective against the following nematode
infections: Stomach worms (Haemon-
chus, Trichostrongylus, Ostertagia),
intestinal wdrms (Trichostrongylus, Co-
operia, Nematodirus, Bunostomum, Oeso-
phagostomum, Chabertia), and lung-
worms (Dictyocaulus).

(iii) Limitations. Administer one tablet
- for each 50 pounds of body weight; con-

ditions of constant helminth exposure
may require.re-treatment within 2 to 4
weeks -after the first treatment; do not
slaughter for -food within 72 hours of
treatment; consult a veterinarian before
using in severely debilitated animals.
§ 520.1263 Lincomycin - hydrochloride

imonohydrate oral dosage forms.
§ 520.12 63a. lincomycin hydrochloride

monohydrate tablets.
(a) Specifications. The lincomycin

hydrochloride monohydrate meets the
specifications prescribed by § 453.30(a)
(1) of this chagter. The quantity of
antibiotic activity cited in this- section
refers to the equivalent weight of the
base activity of the drug.

(b) Sponsor. See No. 000009 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug
is indicated in infections caused by
gram-positive organisms which are sen-
sitive to its action, particularly strep-
tococci and staphylococci.

(2) It is administeredLorally to dogs
and cats at a -dosage level of 10 mgs
per pound of body weight every 12 hours,
or 7 mgs per pound of body weight every
8- hours. Treatment may be continued
for periods as long as 12 days if clinical
judgment indicates.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian. -

§ 520.1263b Lincomycin hydrochloride
monohydrato and spectinomycin sul--
fate tctrahydrate soluble powder.

(a) Specifications. The lincomyein
hydrochloride monohydrate meets the
specifications prescribed by § 453.30(a)
(1) of this chapter. The spectinomycin
sulfate tetrahydrate used in manufac-
turing the drug is the antibiotic sub-
stance produced by the growth of Strep-
tomyces spectabilis or the same antibi-
otic substance produced by any other
means. The quantity of total antibiotic
activity cited in this section refers to
the equivalent weight of the base activity
of the drugs. Lincomycin hydrochloride
monohydrate and spectinomycin sulfate
tetrahydrate are present in the drug in
the ratio of 1 to 2 on the basis of equiv-
alency of lincomycin base to equivalency
of spectinomycin base.

(b) Sponsor. See No. 000009 in § 510.-
600(c) of this chapter.

(c) Related tolerances. See §§ 556.600
and 556.360of this chapter.

(d) Conditions of use. (1) It Is ad-
ministered, In the drinking water of
chickens up to 7 days of age as an aid in
the control of chronic respiratory disease
caused by fycoplasma galIsepticum sus-
ceptible to lincomycin-spectinomycin
and complicated chronic respiratory dis-
ease (air sac infection), caused by
Eschericlda coll and M. gallispticum
susceptible to lincomycin-spectinomycin.

(2) For aid in the control of these con-
ditions it is administered in the drinking
water at a level of 2 grams of antibiotic
activity per gallon of water as the sole
source of water for the first 5 to 7 days of
life.
§ 520.1284 Sodium liothyronine tablets.

(a) Specifications. Sodium liothyro-
nine tablets consist of tablets Intended
for oral administration which contain
liothyronine at 60 or 120 micrograms per
tablet, as the sodium salt.

(b) Sponsor. See No. 011519 in § 510.-
600(c) of this chapter. -

(c) Conditions of use. () It is indi-
cated in cases of hypothyroldism In dogs.

(2) It is administered orally to dogs
at levels up to 12.8 micrograms per ilo-
gram of body weight per day. Dosage
should be adjusted according to the
severity of the condition and the re-
sponse of the patient. Dosage at the total
replacement level (12.8 jg per kilogram
of body weight) should be considered for
initiating therapy and then titrated
downward for optimum maintenance
effect. Twice daily administration is
recommended.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.1320 ]AMebendazole oral.

(a) Chemical name of mebendazole.
Methyl 5-benzoylbenzimlndazole-2-car-
bainate.

(b) Speclflcatloffs. The drug Is an oral
powder in which -each gram contains
166.7 milligrams of mebendazole.

(c) Sponsor. See No. 011716 In § 510.-
600 Cc) of this chapter.

(d) Condition= of use. (1) The drug is
used in horses in the treatment of infec-
tions caused by large roundworms (Par-
ascaris equorum). large strongyles
(Strongylus edentatus, S. equinus, S. vul-
garis), small strongyles (Cyclicocyclus
spp., Gialocephzalus spp., Poteriostumum
spp., Trichonema spp, Triodontophorus
spp.), and pinworms (oxyuris equi), in-
cluding many larval stages.

(2) The drug Is administered at 1 gram
of mebendazole per 250 pounds of body
weight per dose.

(3) The drug is administered in either
of the following ways:

(1) Sprinkling directly on the grain
portion of the ration; or

(C) By dissolving in 2-4 pints of water
and administering by stomach tube.

(4) The drtdgis compatiblewith carbon
disulfide, which can be used concurrently
for bat control (Gastrophilus spp.). Rou-
tine cautions regarding the use of carbon.
disulfide must be observed.

(5) Do not administer to horses in-
tended for use as food.

(6) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarlan.
§ 520.1341 3legestrol acetate tablets.

(a) Specifications. Each tablet con-
tains 5 or 20 milligrams of megestrol
acetate.

(b) Sponsor. No. 000085 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug
is used in female dogs for the Postpone-
ment of estrus 4nd the alleviation of false
pregnancy.

(2) It Is administered orally, intact, or
crushed and mixed with food as follows:

(I) For the postponement of estius by
proestrus treatment, 1 milligram per
pound of body weight per day for 8 days.

01I) For the postponement of estrus by
anestrus treatment, 0.25 milligram per
pound of body weight per day for 32 days.

(l) For alleviation of false pregnancy,
1 milligram per pound of body weight per
day for 8 days.

(3)Full dosage regimen must be com-
pleted to produce the desired effect.

(4) Examination of vaginal smears is
recommended to confirm detection of
proestrus.

(5) Do not administer for more than
two consecutive treatments.

(6) Once therapy is started, the ani-
mal sh3uld be confined for 3 to 8 days or
until cessation of bleeding, since dogs
in proestrus accept a male.

(7) Do not use prior to or during first
estrus cycle.

(8) Do not use in pregnant animals.
(9) Do not use in the presence of a

disease of the reproductive system or
with mammary tumors.

(10) Should estrus occur within 30
days after cessation of treatment, mating
should be prevented.

11) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
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§ 520.1362 Megluminc diatrizoate and
sodium diatrizoate oral solution.

(a) Specifications. Meglumine dia-
trizoate oral solution is a water soluble
radiopaque medium containing 66 per-
cent meglumine diatrizoate and 10 per-
ceht sodium diatrizoate.

(b) Sponsor. See No. 000003 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is indi-
cated for radiography of the gastro-
intestinal tract in dogs and cats.

(2) It is administered orally at a dos-
age level of 0.5 to 1.0 milliliter per pound
of body weight by gavage or stomach
tube. It is' administered rectally at a
dosage level of 0.5 to 1.0 milliliter per
pound of body weight diluted with 1 part
of the drug to 5 parts of water.

(3) Federal law restricts "this drug to
use by or on the order .of a licensed
veterinarian.
§ 520.1380 DIethocarbamol tablets.

(a) Chemical name. 3-(O-Methoxy-
phenoxy) -1,2-propanediol 1-carbamate.

(b) Specifications. Each tablet con-
tains 500 milligrams of methocarbamol.

(c) Sponsor. See No. 000031 in § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) The drug
is administered, to dogs and cats as an
adjunct to therapy for acute inflamma-
tory and traumatic conditions of the
skeletal muscles in order to reduce mus-
cular spasms.

(2) Dosage is based upon severity of
symptoms and response noted. The usual
initial dose is 60 milligrams per pound of
body weight In two or three equally
divided doses followed by 30 to 60 milli-
grams per pound of body weight each
following day, usually not to exceed 14
to 21 days.

(3) For use only by or on the order of
a licensed veterinarian.
§ 520.1422 Metoserpatehydrochloride.

(a) Chemical name. Methyl-o-methyl-
18-epireserpate hydrochloride.

(b) Sponsor. See No. 000003 in § 510.-
600(c) of this chapter.

(c) Related tolerances. See § 556.410 of
this chapter.

(d) Conditions of use. It is used in
drinking water for replacement chickens
as follows:

(1) Amount. 568.5 milligrams per gal-
lon (0.015 percent).

(i) Indications for use. As a tran-
quilizer for flock treatment of chickens
prior to handling.

(ii) Limitations. To be used one time
as a treatment for replacement chickens
up to 16 w~eks of age; usual drinking
water should be withheld prior to treat-
ment to provide adequate consumption
of medicated drinking water; not for use
in laying chickens; chickens slaughtered
within 72 hours following treatment
must not be used for food.

(2) Amount. 2 to 4 milligrams per 2.2
pounds of body weight.

(I) Indications for use. As an aid in
control of hysteria.

(ii) Limitations. To be used as a
treatment for replacement chickens up
to 16 weeks of age; usual drinking water
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should be withheld prior to treatment to
provide adequate consumption of medi-
cated drinking water; the drug should be
administered at a dosage level of 4 milli-
grams per 2.2 pounds of body weight fol-
lowed by 2 treatments at 4-day inter-
vals of 2 milligrams per 2.2 pounds of
body weight; not for use in laying
chickens; chickens slaughtered within 72
hours following treatment must not be
used for food.
§ 520.1520 Niclosamide tablets.

(a) Chemical name. 2',5-DlchIoro-4'-
nitrosalicylanilide.

(b) Specifications. Niclosamide tablets
contain niclosamide in a tablet intended
for oral administration.

(c) Sponsor. See No. 000859 in § 510:-
600(c) of this chapter.
s (d) Conditions of use. (1) The drug

Is intended for removal of tapeworms
from dogs (Dipylidium caninum, Taenia
pisiformis, Taenia hydatigena) and cats
(Taenia taeniaeformis).

(2) The drug is administered orally at
the rate of 500 milligrams of niclosamide
per 7 pounds of body weight. An over-
night fast is recommended. Treatment
may be repeated should tapeworm pro-
glottids reappear due to reinfection or
underdosing.

(3) Federal law restricts this drug to
use by or'on the order of a licensed
veterinarian.
§ 520.1540 Nitrodan.

(a) Chemical name. 3-Methyl-5-[(p-
nitrophenyl)uzo]rhodanine.

(b) Specifications. The drug consists
of a suitable and harmless food supple-
ment containing 3 percent of nitrodan.

(c) Sponsor. See No. 011492 in § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) It is indi-
cated for use in dogs as an aid in the
continuous control of intestinal worm
Infections caused by the hookworms
Ancylostoma caninum and Uncinaria
stenocephala and by the common dog
asarict Toxocara canis.

(2) Admiriter, on a continuous basis,
-1 level teaspoonful (approximately 2
grams) of food supplement (60 milli-
grams of nitrodan) daily for each 10
pounds of body weight.
§ 520.1660 Oxytetracycline.
§ 52 0.16 60a Oxytetracycline and car-

'bomycin in combination.
(a) Specifications. (1) Oxytetracy-

cline: The antibiotic substance produced
by growth of Streptomyces rimosus or
the same antibiotic substance produced
by any other means.

(2) Carbomycin: The antibiotic sub-
stance produced by growth of Strepto-
myces halstedii or the same antibiotic
substance produced by any other means.

(b) Sponsor. See No. 000069 in § 510.-
600(c) of this chapter.

(c) Special considerations. The quan-
tities of oxytetracycline in paragraph (.e)
of this section refer to the activity of oxy-
tetracycline hydrochloride and the quan-
tities of carbomycin- listed refer to the
-activitiy of an appropriate standard.

d) Related tolerances. See §§ 556.110
and 556.500 of this chapter.

(e) Conditions of use. It is used as
oxytetracycline hydrochloride plus car-
bomycin base in drinking water of
chickens as follows:

(1) Amount. 1.0 gram of oxytetracy-
cline and 1.0 gram carbomycin per
gallon.

(2) Indications for use. As an aid In
the prevention and treatment of compli-
cated chronic respiratory disease (air-
sac Infection) caused by Mvcoplasma
gallisepticum and secondary bacterial
organisms associated with chronic res-
piratory disease such as E. coil,

(3) Limitations. Administer for not
more than 5 days; not for use In chickens
producing eggs for human consumption;
withdraw 24 hours before slaughter.
§ 520.1660b Oxytetracycline hydrocilo.

ride capsules.
(a) Specifications. The drug Is In cap-

sule form with each capsule containing
125 or. 250 milligrams of oxytetracycline
hydrochloride. Oxytetracycline Is the
antibiotic substance produced by growth
of Streptomyces rimosus or the same
antibiotic substance produced by any
other means.

(b) Sponsor. See No. 000069 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is used
in dogs and cats for the treatment of
bacterial pneumonia caused by Brucella
bronchiseptica, tonsilitis caused by
Streptococcus hemolytlcus, bacterial en-
teritis caused by Eschelrichia col, uri-
nary tract Infections caused by Eschc-
richia coil, and wound Infections caused
by Staphylococcus aureus, ,

(2) The drug Is administered orally
to dogs and cats at a dosage level of 25-
50 milligrams per pound of body weight
per day in divided doses at 12-hour in-
tervals. The drug can be used for
continuation of compatible antibiotic
therapy following parenteral oxytetra-
cycline administration where rapidly at-
tained, sustained antibiotic blood levels
are required. The duration of treatment
required to obtain favorable response
will depend to so me extent on the sever-
ity and degree of involvement and the
susceptibility of the infectious agent.
Clinical response to antibiotic therapy
usually occurs within 48 to 72 hours. If
Improvement is not observed within
that period, the diagnosis and course of
treatment should be reconsidered. To as-
sure adequate treatment, administration
of the drug should continue for at least
48 hours following favorable clinical
response.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.1720 Phenylbutazone oral dosagO

forms.
§ 520.1720a Pienylbutazonc tablets and

boluses.
(a) (1) Specifications. The drug is In

tablet 'form with each tablet containing
100 milligrams or 1 gram of pheyl-
butazone per tablet and/or the drug is
in a bolus containing 4 grams of phenyl-
butazone per bolus.

(2) Sponsor. See No. 017220 in § 510.-
600(c) of this chapter.
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(3) Conditions of use. (I) It is used for
the relief of inflammatory conditions
associated with the musculoskeletal sys-
tems in dogs and horses.

(ii) It is administered to dogs at a
dosage level of 20 milligrams per pound
of body weight in three divided doses
daily with a maximum dosage level of 800
milligrams per day regardless of body,
weight. It is used at a relatively high-
dosage level for the firit 48 hours'and
then reduced gradually to a maintenance
dosagelevel with the lowest dosage main-"
tained at a level capable of producing
desired clinical response. It is used in
horses at a dosage level of 1 to 2 grams
per 500 pounds of body weight but not
to exceed 4 grams per animal daily with
a relatively high dosage level given for
the frst 48 hours which is reduced grad-
ually 'to a maintenance dosage level
which is maintained at the lowest dosage
level capable of producing the desired
clinical response.

(Qi) Federal law restricts this drug to
use' by or on the order of a licensed
veterinarian.

(iv) Not for use in animals intended
for food purposes.

(b) (1) Speofications. The drug is in
tablet form mith each tablet containing
100 milligrams or 1 gram of phenylbuta-
zone per tablet.

(2) Sponsor. See No. 011757 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (i) It is used for
the relief of inflammatory conditions as-
sociated with the musculoskeletal system
In dogs and horses.

(ii) It is administered to dogs at a
dosage level of 20 milligrams per pound
of body weight in three divided doses
daily with a maximum dosage level of
800 milligrams per day regardless of body
weight. It is used at a relatively high
dosage level for the first 48 hours and
then reduced gradually to a maintenance
dosage level with thelowest dosage main-
tained at a level capable of producing
desired clinical response. It is used in
horses at a dosage level of 1 *to 2 grams
per 500 pounds of body weight but not
to exceed 4 grams per animal daily with
a relatively high dosage Jevel given for
the first 48 hours which is reduced grad-
ually to a maintenance dosage level
which is maintained at the lowest dosage
Ievel capable of producing the desired
clinical response.

(iii) Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.

(iv) Not for use in animals intended
for food purposes.

(a) (1) Specifications. The drug is In
tablet form with each tablet containing
100 milligrams or 200 milligrams. of
phenylbutazone. - ,

(2) Sponsor. See No. 000010 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (i) It is used for
the relief of inflammatory conditions as-
sociated with the musculoskeletal system
in dogs.

(ii) It is administered to dogs at a

of 800 milligrams per day regardless of
body weight. It is used at~a relatively
high dosage level for the first 48 hours
'and then reduced gradually to a mainte-
nance dosage level with the lowest dosage
maintained at the level capable of pro-,
ducing the desired clinical response.

(iii) F pderal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(d) (1) Specifications. The drug is in
tablet form with each tablet containing
1 gram of phenylbutazone.

(2) Sponsor. See No. 011398 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (i) The drug is
used for the relief of Inflanmmtory con-
ditions associated with the iausculoskele-
tal system in horses.

Gi) It is administered orally to horses
as a non-hormonal, antlinflnmmatory
agent at a dosage level of 1 to 2 grams
per 500 pounds of body weight daily but
not to exceed 4 grams-per animal daily.

(III) Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.

(iv) Not for use in horses Intended for
food.

(e) (1) Specifications. The drug is In
tablet form with each tablet containing
.100 milligrams or 1 gram of phenylbuta-
zone per tablet.

(2) Sponsor. See No. 000856 In § 510.-
60 0(c) of this chapter.

(3) Conditions o1 use. (I) It is used
as an aid in relieving inflammation as-
sociated with musculoskeletal conditions
such as arthrltldes (osteoarthritls) in
the horse* and dogs and intervertebral
disc syndrome in dogs.

(ii) It is administered to dogs at a
dosage level of 20 milligrams per pound
of body weight in three divided doses
daily with a maximum dosage level of
800 milligrams per day regardless of body
weight. Dosage should be reduced as
symptoms regress. It is used in horses
at a dosage level of 2 to 4 grams per
1,000 pounds of body weight but not to
exceed 4 grams per animal daily. The
dosage should be gradually reduced to a
maintenance dosage, the lowest dosage
required to produce clinical response.

(iII) Not for use in horses ntended'for
food.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(f) (1) Specifications. The drug is in
tablet form with each tablet containing
100 milligrams or 1 gram of phenylbuta-
zone.

(2) Sponsor. See No. 000031 in § 510.-
600(c) of this-chapter.

(3) Conditions of use. (I) It is used
as an aid in the management of muscu-
loskeletal conditions In dogs such as ar-
thritides, osteoarthritls, and Inlamma-
tion associated with intervertebral disc
syndrome.

(i) It is administered orally to dogs at
a dosage level of 20 milligrams per pound
of body weight in three divided doses
daily with a maximum dosage level of

dosage level of 20 milligrams per pound. 800 milligrams per day regardless of
'of body weight in three divided doses body weight. Dosage should be reduced
daily with the maximum dosage level as symptoms regress.

(ill) Federal law restricts this ditg to
use by or on the order of a licensed
veterinarian.

(g) (1) Specifications. The drug is in
tablet form with each tablet containing
1 gram of phenylbutazone.

(2) Sponsor. See No. 000864 in § 510.-
600(c) of this chapter,

(3) Conditions of use. () It is used
for the relief of inflammatory conditions
associated with the musculoskeIetal sys-
tem In dogs and horses.

(i) It Is administered orally at the
following dosage levels:

(a) To dogs at 20 milligrams per pound
of body weight in three divided doses
daily, not to exceed dosage level of 800
milligrams per day regardless of body
weight.

(b) To horses at 1 to 2 grams per 500
pounds of body weight, not to exceed
dosage level of 4 grams per day.

(c) Dosage should be reduced as symp-
toms regress.

(III) Not to be used in horses intended
for food.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(h) (1) Specifications. The drug is in
tablet form with each tablet containing
100 miUgrams of phenylbutazone.

(2) Sponsor. See No. 011519 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (I) It is used for
the relief of inflammatory conditions
associated with the musculoskeletal sys-
tem in dogs.

(Ii) It is administered orally to dogs at
a dosage level of 20 milligrams per pound
of body weight in three divided doses
daily given at 8 hour intervals with a
maximum dosage level of 800 milligrams
per day regardless of body weight.

(ill) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(1) (1) Specifications. The drug is in
tablet form with each tablet containing
1 gram of phenylbutazone.

(2) Sponsor. See No. 000591 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (i) The drug is
indicated for the relief of inflammatory
conditions associated with the musculo-
skeletal system in horses.

(II) It is administered orally to horses
at a dosage level of 1 to 2 grams per 500
pounds of body weight per day. The total
daily dose should not exceed 4 grams per
animal daily.

(ill) Not for use in horses intended for
food.

(iv) Federal lIw restricts this drug to
use by or on the order of a licensed vet-
erinarian.

(j) (1) Specifications. The drug is in
tablet form with each tablet containing
100 milligrams of phenylbutazone.

(2) Sponsor. See No. 000591 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (1) The drug is
indicated for the relief of inflammatory
conditions associated with the musculo-
skeletal system In dogs.

(11) It is administered orally to dogs
at a dosage level of 20 milligrams per lb.
of body weight In 3 divided doses daily.
The total daily dose should not exceed
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800 milligrams per animal. The drug is
used at-a relatively high dosage level for
the first 48 hours and then gradually re-
duced to a maintenance dosage level ca-
pable of producing the desired clinical
response.

(ii) Federal law restrict the drug to
use by or on the order of a licensed
veterinarian.
§ 520.1720b Plienylbutazone granules.

(a) Specifications. The drug is in gran-
ular form with each 27-gram package
containing 8 grams of phenylbutazone.

(b) Sponsor. See No. 017220 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is used in
horses for the relief of inflammatory
conditions associated with the musculo-
skeletal system.

(2) It is administered orally to Iforses
at a rate of 1 to 2 grams per 500 pounds
of body weight; dose is not to exceed
4 grams daily. A relatively high dose is
used for the first 48 hours. The dose is
-then reduced gradually to a maintenance
level and is maintained at the lowest
level capable of producing the desired.
clinical response.

(3) Treated animals should not be
slaughtered for food purposes.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

§ 520.1760 Plithalofyne tablets.
(a) Specifications. Phthalofyne tablets

contain 456 milligrams, 912 milligrams,
and 2.28 grams of phthalofyne.

(b) Sponsor. See No. 011716 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug
is used for the treatment of whipworm,
(Trichuris vulpis) infection in dogs.

(2) It is recommended that dogs be
fasted 24 hours prior to a single dose. The
drug is administered at a level of one
tablet of 456 milligrams per 5 pounds of
body weight, one tablet of 912 milligrams
per 10 pounds of body weight or one tab-
let of 2.28 grams per 25 pounds of body
weight. An alternative procedure of two
doses each administered following light
meals in morning and evening is recom-
mended in obstinate cases. The same
schedule, noted above, is used for each
dose.
§ 520.1780 Piperacetazine tablets.

(a) Specifications. Each tablet con-
tains 1 milligram of piperacetazine.

(b) Sponsor. See No. 011716 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is used in
dogs and cats as a tranquilizer, sedative,
and antiemetic agent and for the symp-
tomatic relief of pruritis.

(2)- Method of administration:
(1) Tranquilization. It is administered

initially at the recommended average
dosage level of 0.5 milligram per 10
pounds of body weight (1 tablet for every
20 pounds) repeated at 6- to 12-hour in-
tervals for tranquilizing effect. Subse-
quent doses and the intervals between
them may be adjusted as indicated.

() Sedation. When sedation is de-
sired, the drug is administered at a dos-
age level of 1 milligram (1 tablet) per

5 to 10 pounds of body weight. The tablets
-may be used as supportive therapy fol-
lowing use of the drug in injectable form.

(3) It is not to be used in conjunction
with organophosphates and/or procaine
hydrochloride, because phenothazines
may potentiate the toxicity of organo-
phosphates and the activity of procaine
hydrochloride.

(4) For use only by or on the order of
a licensed veterinarian.

§ 520.1801 Piperazine adipate.
(a) Specifications. The drug contains

98.5 percent minimum piperazine adi-
pate.

(.b) Spons ,r: See No. 011769 in § 510.-
600 (c) of this chapter.

(c) -Conditions of use. (1) The drug
is administered to dogs and cats for the
removal of ascarids (Toxocara canis and
Toxascaris leonina) and in horses for the
removal of ascarids (Parascaris equo-
rum), strongyles (Strongylus vulgaris),
small strongyles, and pinworms (Oxyurs-
equi).

(2) Administer orally as a drench or
in as much drinking water or feed as the
animals will consume in one day at a
dosage level of Y2 oz. per 100 pounds of
body weight to horses and at a dosage
level of 1 gram per 18 pounds of body
weight to dogs and cats.

(3) May be repeated at intervals of 3
weeks should reinfection occur.

(4) Do not use in horses intended for
food.
§ 520.1802 Piperazine-carbon disulfide

complex with phenothiazine.
(a) Specifications. Each fluid ounce of

piperazine-carbon disulfide complex with
phenothiazine contains 5 grams of piper-
azine-carbon disulfide complex and 0.83
gram of phenothiazine. The piperazine-
carbor' disulfide complex is composed of
equimolar parts of piperazine and carbon
disulfide so that 1 gram of piperazine-
carbon disiilfide complex contains 530
milligrams of piperazine and 470 milli-
grams of carbon disulfide.

(b) Sponsor, See No. 000009 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is used
for removing ascarids (large round-
worms, Parascaris equorum)-, bets (Gas-
trophilus spp.), small strongyles (Cli-

costome spp.), large strongyies (Stron-
gylus spp.) , and pinworms (Oxpyurig cqi)
from horses and ponies.

(2) It is administered by stomach
tube or dose syringe at the rate of I
fluid ounce per 100 pounds of body
weight.

(3) Treatment of debilitated and
anemic animals Is contraindicated and
animals obviously sick with infectious
diseases or currently or recently affected
with gastrointestinal disorders such as
colic, enteritis, and diarrhea should not
be treated.

(4) For use only by or on the order of
licensed veterinanan.
§ 520.1803 Piperazine ciltrate captie.

(a) Specifications. Piperazlne citrato
capsules contain piperazine citrate
equivalent to 140 milligrams of pipera-
zine base in each capsule.

(b) Sponsor. See No. 000031 in § 610.-
600(c) of this chapter.

(c) Conditions of usc. (1) It is used
in dogs and cats for the removal of large
roundworms (Toxocara canis and Toxas-
caris leonina).

(2) The contents of 1 capsule should
be mixed with the food of the animal for
each 5 pounds, or fraction thereof of
body weight, except dogs weighing over
25 pounds should be given the contents
of 6 capsules, The drug should be mixed
in , of the regular feeding and when
the animal has finished eating the dosed
food, the remainder of the food may be
given. Dogs and cats may be wormed at
6 to 8 weeks of age. The first treatment
should be repeated 10 days later. Rein-
fection may occu. Repeat treatment if
indicated.

(3) Severely debilitated animals
should not be wormed except on the ad-
vice of a veterinarian.
§ 520.1840 Polovalene.

(a) ChemicaZ name, Polyoxypropylene-
polyoxyethylene glycol nononlo block
polymer.

(b) Specifications. (1) Molecular
weight range: 2,850 to 3,150.

(2) Hydroxyl number: 35.7 to 39.4.
(3) Cloud point (10 percent solution):

420 C.-46" C.

(4) Structural formula:

H0(Off,-CE-O) ,-=, (CH'C,- " ) 
,-,)(CHi-Or2O) W-U"

CHS

(c) Sponsor. (1) See No. 011519 in
§ 510.600(c) of this chapter for the spon-
sor of the usage provided by paragraph
(d) (1) of this section.

(2) See No. 000007 in § 510.600(c) of
this chapter for the sponsor of the usage
provided by paragraph (d) (2) of this
section.

(d) Conditions of use. (1) For treat-
ment of legume (alfalfa, clover) bloat in
cattle. Administer as a drench at the
rate of 25 grams for animals up to 500
pounds and 50 grams for animals over
500 pounds of body weight.

(2) For control of legume (alfalfa,
clover) bloat in cattle. Administer, in

molasses block containing 6.6 percent
poloxalene. at the rate of 0.8 oz. of block
(1.5 grams poloxalene) per 100 lbs.'of

body weight per day.
§ 520.1900 Primidono tablets.

(a) Speciflcations. Primidone tablets
contain primidone as the active In-
gredient.

(b) Sponsor. See No. 000046 in § 510,-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
intended for use in dogs for control of
convulsions associated with true epi-
lepsy, epileptIform seizures, virus en-
cephalltis, distemper, and hardpad
disease.
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(2) The drugis administered at a dos-
age level of 250 milligrims of primidone
for each 10 pounds of body weight per
day. When convulsions are frequent, the
daily dosage should be divided and given
at intervals. The tablets may be admin-
istered directly to the dog or crumbled
and sprinkled on food.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.1920 Prochlorperazine, isopro-

pamide sustained release capsules.

(a) Specifications. Prochlorperazine,
isopropamide sustained release capsules
contain either:

() 3.33 milligrams of prochorpera-
zine (as the dim ate) and 1.67 milli-
grams of isopropamide (as the iodide),
or

(2) 10 milligrams of prochlorperazine
(as the dimaleate) and 5 milligrams of
Isopropamide (as the iodide).

(b) Sponsor. See No. 011519 in § 510.-
600(c) of'this chapter.

(c) Conditions of use. (1) The drug is
used for the treatment of dogs in which
gastrointestinal disturbances are associ-
ated with emotional stress.

(2) () Capsules described in para-
graph (a) (1) of this section axe admin-
istered orally to dogs weighing from 4
to 15 pounds at the rate of 1 capsule
twice daily. These capsules are adminis-
tered orally to dogs, weighing from 16
to 30 pounds at the rate of 1 or 2 cap-
sules twice daily. For dogs weighing less
than-4 pounds, adminiter orally an ap-
propriate fraction of the contents of one
of these capsules.

(lY Capsules described in paragraph
(a) (2) of this-section are given to dogs
weighing 30 pounds and over at the rate
of 1 capsule twice daily.

(3). For use only by or on the order
of a licensed veterinarian. '
§ 520.1962 Promazine hydrochloride.

(a) Chemical name. 10-13-(Dlmethyl-
amino) propyl]phenothiazine monohy-
drochioride.

(b) Specifscations. Conforms to N.F.
XII..

(c) Sponsor. See No. 000856 in § 510.-
600(c) of this chapter.

(d) [Reserved]
- (e) Conditions of use. (1) The drug is
used for quieting excitable, unruly, or
intractable horses. It is administered at a
dosage level of 0.45 to 0.9 milligrams of
prormaine hydrochloride per pound of
body weight mixed with an amount of
feed that will be readily consumed.

(2) Do not use in horses intended for
food.

(3) Federal law restricts this drug to
use by or on the order of a licensed veter-
inarian.
§ 520.2002 Propiopromazine hydrochlo-

ride.
(a) Chemical name. 1-Propanone,

1-E10-[3-(dimethylamino)- propyl] phe-
nothiazin-2-yll-, monoydrochoride.

(b) Specifications. The drug is admin-
istered in a chewable tablet containing
10 or 20 milligrams of propiopromazine
hydrochloride.

(c) Sponsor. See No. 013947 in § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) The drug
is intended for oral administration to
dogs as a tranquilizer. It Is used as an
aid in handling diflicult, excited, and un-
ruly dogs, and in controlling excessive
'kennel barking car sickness,'and severe
dermatitis. It is also indicated for use in
minor surgery and prior to routine ex-
aminations, laboratory procedures, and
diagnostic procedures.

(2) It is administered at the rate of
0.5 to 2 milligrams of proplopromazine
hydrochloride per pound of body weight
once or twice daily depending upon the
degree of tranquilization desired.

NOTz: Not for use with organophosphates
and/or procalno hydrochloride, as phenothla-
zine may potentiato the toxicity of organo-
phosphate3 and tho activity of procalne hy-
drochloride. Overdosag may produce sIg-
nlflcant depression.

(3) For use only by or on the order of
a licensed veterinarian.
§ 520.2022 Protokylol hydrochloride

tablets.
(a) Specifications. The drug is In tab-

let form with each tablet containing 0.5
or 2 milligrams of protokylol hydro-
chloride."(b) Sponsor. See No. 000859 in § 510.-
600(c) of this chapter.

(c) Conditions df use. (1) It Is used In
dogs and cats for the relief of bronchial
spasm.

(2) It is administered three times a
day (after feeding) at a level of 2 to
4 milligrams to dogs, 1 to 2 milligrams.
to cats, 0.5 to 1 milligram to puppies, and
and 0.25 to 0.5 milligram to kittens.

(3) Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.
§520.2043 Pyrantol pamoate suspen-

sion.

(a) Specifications. Pyrantel pamoate
suspension contains 50 milligrams of py-
rantel base as pyrantel, pamoate per
milliliter.

(b) *Sponsor. See No. 000069 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is used
in horses and ponies for the removal and
control of infections from the following
mature parasites:

(i) Large strongyles (Strongylus ant-
garis, Strongylus edentatus, Strongylus
equinus),

(ii) Small strongyles (Trichonemasp.,
Triodontophorus),

(Ili) Pinworms (Oxyuris). and
(iv) Large roundworms (Parascaris).
(2) It is administered as a single dose

at 3 milligrams of pyrantel base per
pound of body weight mixed with the
usual grain ration, or by stomach tube
or dose syringe.

(3) It is recommended that severely
debilitated animals not be treated with
this drug.

(4) Not for use in horses and ponies to
be slaughtered for food purposes.

(5) Federal law restricts this drug to
use, by or on the order of a licensed

:'veterinarian.

13851

§ 520.2045 Pyrantel tartrate powder;
pyrantel tartrate pellets.

(a) Specifications. (1) Pyrantel tar-
trate powder horse wormer contains 11.3
percent and swine wormer 10.6 percent
pyrantel tartrate. ,

(2) Pyrantel tartrate pellets colt and
horse wormer contains 1.25 percent
pyrantel tartrate.

(b) Sponsor. (1) See No. 000069 in
§ 510.600(c) of this chapter for condi-
tions of use provided for in paragraph
(d) (1) and (2) of this section.

(2) See No. 017800 In § 510.600(c) of
this chapter, for conditions of use pro-
vided for In paragraph (d) (3) of this
section.

(c) Related tolerances. See § 556.560
of this chapter.

(d) Conditions of use. It is used in:
(1) Horses and ponies:

(I) For the removal and control of in-
fections from the following mature para-
sites: Large strongyles (Strongylus vul-
garis, Strongyius edentatus, Strongglus
equinus), small strongyles (Trichonema
spp., Triocrontophorus) , pinworms (Oxy-
uris), and large roundworms (Par-
ascaris).

(i It is administered as a single.dose
at 0.57 gram of pyrantel tartrate per
10 pounds of body weight mixed with
the usual grain ration.

(Il) It is recommended that severely
debilitated animals not be treated with
this drug. Do not administer by stomach
tube or dose syringe. The drug should
be used immediately after the package
Is opened.

(iv) Warning: Not for use In horses
and ponies to be slaughtered for food
purposes.

(2) Swine:
U) For the removal and dontrol of

large roundworms (Ascaris suum) and
nodular worm (Oes o agostomum) in-
fections.

(i1) It is added to feed at 0.4 gram
pyrantel tartrate per pound of nonpel-
leted ration. The ration is administered
as a single treatment as the sole ration at
the rate of 1 pound per 40 pounds of an!-
mal weight for animals up to 200 pounds.
Animals 200 pounds and over are admin-
istered 5 pounds of ration per animal

(ll) Fast pigs over night for optimum
results. Water should be made available
to anlmals during fasting and treatment
periods. Consult veterinarian before us-
ing In severely debilitated animals. The
drug should be used Immediately" after
the package Is opened.

(iv) Warning: Do not treat withir 24
hours of slaughter.

(3) Horses and colts:
(I) For the removal and control Of

Infections from the following mature
parasites: Large strongyles (Strongylus-
vulgaris, Strongylus edentatus, Stron-
gylus equinus) , small strongyjes (Tricho-
nema spp., Triodontophorus), pinworms
(Oxyurs), and large roundworms (Para-
scarls).

(it) It Is administered as a single dose
at 12.5 milligrams of pyrantel tartrate
per 2.2 pounds of body weight mixed with
the usual grain ration.
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(iii) It is recommended that severely
debilitated aniffals not be treated with
this drug.

(iv) Warning: Do not use in horses or
colts intended for food.
§ 520.2080 Ronnel.

(a) Chemical name. O,O-Dimethyl 0-
(2,4,5-trichlorophenyl) phosphorothio-
ate.

(b) Sponsor. See No. 021930 in § 510.-
600(c) of this chapter.

(c) Related tolerances. See 40 CFR
180.177.

(d) Conditions of use. Administer to
beef cattle and nonlactating dairy ani-
mnals as sole source of ronnel. Feed min-
eral block containing 5.5 percent of
ronnel at the rate'of 0.25 pound per 100
pounds of animal weight per month for
not less than 75 days. Withdraw from
dairy animals 10 days before calving. If
dairy cows or heifers freshen during
medication, or if medication has not been
withdrawn the required 10 days prior to
freshening, milk must not be used for
food for 10 days after the last treatment.-
Withdraw 10 days prior to slaughter.
Labeling shall also include a warning
that ronnel is a cholinesterase inhibitor.
Do not use this product simultaneously
or within a few days before or after
exposure to cholinesterase inhibiting
drugs, pesticides, or chemicals.
§ 520.2100 Selenium, vitamin E cap-

sules.

(a) Specifications. The capsules con-
tain 2.19 milligrams of sodium selenite
(equivalent to 1 milligram of, selenium)
and 56.2 milligrams of vitamin E (68
I.U.) (as d-alpha tocopheryl acid suc-
cinate) or 0.548 milligram of sodium sele-
nite (equivalent to .25 milligram of
selenium-and 14 milligrams of vitamin E
(17 I.U.) (as d-alpha, tocopheryl acid
succinate.)

(b) Sponsor. See No. 000845 in § 510.-
600(c) of this chapter.
/ (c) Conditions o1 use. (1) The drug is
intended for use as an aid in alleviating
and controlling inflammation, pain, and
lameness associated with certain arthrop-
athies in dogs.

(2) The capsules are administered
orally with the larger capsules admin-
istered at a dosage level of 1 capsule per
20 pounds of body weight to a maximum
of 5 capsules with the dosage repeated
at 3 day intervals until a satisfactory
therapeutic response -is observed. A
maintenance dosage is then administered
consisting of 1 capsule per 40 pounds of
body weight, with a minimum of 1 cap-
sule per 40 pounds of body weight, with a
minimum of 1 capsule, given every 3
days, or 7 days, or longer, as required to
maintain improvement or an asympto-
matic condition. For dogs under 20
pounds of body weight, the small cap-
sules are administered orally at a dosage

'level of 1 per 5 pounds of body weight
with a minimum of 1 capsule which dos-
age is repeated at 3 day intervals until a
satisfactory response is observed then a
maintenance regimen is initiated with 1
capsule per 10 pounds of body weight,
minimum of 1 capsule, every 3 days, or
7 days, or longer as required to maintain

continued improvement or an asympto-
matic condition.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.2122 Spectinomycin dihydrochlo-

ride ofal solution.
(a) Specifications. The spectinomycin

dihydrochioride pentahydrate used In
manufacturing the drug is the antibiotic
substance produced by growth of Strep-
tomyces fiavopersicus (var. Abbott) or
the same antibiotic substance produced
by any other means. The drug is pack-
aged as an aqueous solution cbntaining
50 milligrams of spectinomycin activity
per milliliter.

(b) Sponsors. (1) See No. 043731 in
§ 510.600(c) of this chapter.

(2) See No. 013947 in § 510.600(c) of
this chapter.

(c) Conditions of use. (1) It is used
for the treatment and control of infec-
tious bacterial enteritis (white scours)
associated with E. coli in pigs under 4
weeks of age.

(2) It is administered orally at the
rate of 50 milligrams per 10 pounds body
weight twice daily for 3 to 5 days.

(3) Do not administer to pigs over 15
pounds body weight or over 4 weeks of.
age. Do not administer within 21 days of
slaughter.
§ 520.2123 Spectinomycin dihydrochlo-

ride pentahydrate oral dosage forms.
§ 520.2123a Spectinomycin dihydro-

chloride pentahydrate tablets.
(a) Specifications. The spectinomycin,

dihydrochloride pentahydrate used in
manufacturing the drug is the antibiotic
substance produced by growth of
Streptomyces fiavopersicus (var. Abbott)
or the same antibiotic substance pro-
duced by any other means.

(b) Sponsor. See No. 043731 in § 510.-
600(c) of this chapter.

(c) Special considerations. The
quantities of spectinomycin cited in this
section refer to the equivalent weight of
base activity for the drug.

(d) Conditions of use. (1) The tablets
are administered orally to dogs in the
treatment of infectious diarrhea and
gastroenteritis caused by organisms sus-
ceptible to spectinomycin.

(2) The drug is administered orally to
provide 10 milligrams per pound of body
weight twice daily. The tablets may be
placed in the animal's mouth or crushed
.and administered in milk or in the feed.
Dosage may be continued for 4 consec-
utive days. Should no improvement be
observed, discontinue drug and redeter-
mine diagnosis.

(3) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.
§ 520.2123b Spectinomycin dihydro-

chloride pentahydrate soluble
powder.

(a) Specifications. The spectinomycin
dihydrochloride pentahydrate used in
manufacturing the drug s the antibiotic
substance produced by growth of Strep-
tomyces flavopersicus (var. Abbott) or

the same antibiotic substance produced
by any other means.

(b) Sponsor. See No. 043731 In § 510,-
600(c) of this chapter,

(c) Special considerations. The quan-
tities of spectinomycln cited in this sec-
tion refer to the equivalent weight of
base activity for the drug.

(d) Related tolerances. See § 550.600
.of this chapter.

(e) Conditions of use. (1) It Is admin-
istered in the drinking water of growing
chickens at 2 grams of spectnomycin per
gallon- of water as the only source of
drinking water for the first 3 days of life
and for I day following each vaccination
It is administered as an aid In the preven-
tion or control of losses due to CRD as-
sociated with M. galliseptlcum (PPLO).
Do not administer to laying chickens. Do
not administer within 5 days of slaughter,

(2) It is administered in the drinking
water of floor-raised broiler chickens at
0.5 gram of spectinomycin per gallon of
water as the only source of drinking
water for the first 3 days of life and for 1
day following each vaccination. It Is ad-
ministered for increased rate of weight
gain and improved feed eficlency. Do not
administer t 9 laying chickens. Do not ad-
minister within 5 days of slaughter.

(3) It is administered In drlnking
water of broiler chickens at 1 gram of
spectinomycin per gallon of water as
the only source of drinking water for
the first 3 to 5 days of life as an aid In
controlling infectious synovitis due to
Miycoplasma synoviae. Do not administer
to laying chickens. Do not administer
within 5 days of slaughter.
§ 520.2160 - Styrylpyridinium, dlethyl-

carbamazine tablets.
(a) Chemical names. Styrylpyrldin-

ium: 2-(p-ehloro.,tyrl)-l-methylpyrl-
dinium. Diethylcarbamazine: NN-dieth-
yl-4-methyl-l-plperaznecarboxamide.

(b) Specifications. Each tablet con-
tains 50 milligrams of styrylpyridinIum
chloride and 60 milligrams of diethyl-
carbamazine citrate.

(c) Sponsor. See No. 010042 In § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) Use In dogs
as an aid in the control of large round-
worms (Toxocara canis) and hookworms
(Ancylostoma caninum), and In the pre-
vention of heartworm disease (Dtrofilaria
immitis).

(2) Administer orally at a rate of one
tablet per 20 pounds of body weight per
day.

(3) Do not use in dogs that may be
infected with heartworms.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.2162 Styrylpyridiniun chloride,

diethylearbanmazine (as base).
(a)- Chemical name. (1) For styryl-

pyrIdinium chloride: 2-(p-Chlorostyryl-
1-methylpyridinllum chloride.

(2) For diethylearbamazine: NW-
Diethyl - 4 - methyl-l-plperazlnecarbox-
amide.

(b) Specifications. Each cubic centi-
meter of the drug c6ntains 50 milligrams
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of styrylpyridihium chloride and 30 mil-
ligrams of diethylearbamazine (as base).

(c) Sponsor. See No. 010042 in § 510.-
600 (c) of this chapter.

(d) Conditions of use. (1) Itis used
or intended for use by oral administra-
tion to dogs for the control -of hook-
worms (Ancylostoma caninum) and
roundworms (Toxocara canis) and as an
aid in the prevention of heaitworm dis-
ease (Dirofilaria immitis).

(2) During period of exposure to
heartworm, hookworm, -and/or round-
worm infection, administer the drug in
food daily at 1 cubic centimeter per 20
pounds of body weight. Periodic exami-
nations for hookworms, large round-
worms, and heartworms should be made
to assure that medication is given prop-
erly. Dogs with established heartworm
infections should not be treated with the
drug until they have been converted to a
negative status..Administration to heart-
worm_ infected dogs may cause adverse
reactions due-to pulmonary occlusion.

(3) For use only by or on the order
of a licensed veterinarian.
§ 520.2184 Sodium sulfachloropyra-

zine nionohydrate.
(a) Chemical name. 2-Sulfamido-6-

chloroxyrazine, sodium.
(b) Sponsor. See Nos. 010042 and

000003 in § 510.600(c) of this chapter.
Cc) Related tolerances. See § 556.625 of

this chapter.
Cd1 Conditions of use. It is used in

the drinking water of broilers, breeder
flocks, and replacement chickens as fol-
lows:

(1) Amount. 0.03 percent.
(2) Indications for use. Treatment of

coccidiosis.
(3) Limitations. Administer in drink-

ing water for 3 days as sole source of
drinking'water and sulfonamide medi-
cation; withdraw 4 days prior to slaugh-
ter; not to be administered to chickens
producing eggs for human consumption.
§ 52Q.2200 Sulfacllorpyridazine oral

dosage forms.
"§ 520.2200a Sulfactlorpyridazine, bolus.

(a) Chemical name. N'-6-Chloro-3-
-. pyridazinyl) sulfanilamide.

(b) Specifications. Melting point range:
190' C.to 191 ° C.

(c) Sponsor. See No. 000003 in § 510.600
(c) of thischapter.

(d) Related tolerances. See § 556.630
of this chapter.

(e) Conditions of use. It is used in
calves as follows:

(1) Amount. 30 to 45 milligrams per
pound body weight per day.
- (2) Indications for use. Treatment of

diarrhea caused or complicated by E.
coli (colibacillosis).

(3) Limitations. Administer in a bolus
containing 2 grams of sulfachlorpyrida-
zine for I to 5 days in divided doses twice
daily; treated calves must not be slaugh-
tered for food during treatment or for
7 days after the last trdatment.

§ 520.2200b Sulfanclorpyridazine medi-
cated milk and drinking water.

(a) Chemical name. N'-(6-Chloro-3-
pyridazinyl) sulfanilamide.

b) Specifications. Melting point
range: 190' C. to 1910C.

(c) Sponsor. See No. 000003 n § 510.-
600(c) of this chapter.

(Cd) Related tolerances. See § 556.630
of this chapter.

(e) Conditions of use. It is used as
follows:

(1) Calves-( Amount. 30 to 45 milli-
grams per pound body weight per day.

(ii) Indications for use. Treatment of
diarrhea caused or complicated by E.
coli (colibacillosis).

(III) Limitations. Administer as the
sodium salt of sulfachlorpyridazine in
milk or mllk-replacer formulations for
1 to 5 days In divided doses twice daily;
treated calves must not be slaughtered
for food during treatment or for 7 days
after the last treatment.

(2) Swine-Cl) Amount. 20 to 35 mil-
grams per pound bQdy weight per day.

(a) Indications for use. Treatment of
diarrhea caused or complicated by E.
coli (colbaciosis).

(b) Limitations. Administer as the so-
dium salt of sulfachlorpyridazne in
drinking water for 1 to 5 days; for indi-
vidual treatment, administer orally in
divided doses twice daily; treated swine
must-not be slaughtered for food during
treatment or for 4 days after the last
treatment.

(ii) Amount. 20 to 35 milligrams per
pound body welghlper day.

(a) Indications for use. Treatment of
diarrhea caused or complicated by E.
coli (colibacillosis).

Cb) Limitations. Administer individ-
ually in an oral suspension containing 50
milligrams of sulfachlorpyrIdazine per
milliliter in divided doses twice daily for
1 to 5 days; treated swine must not be
slaughtered for food during treatment or
for 4 days after the last treatment.
§ 520.2220 Sulfadimethoxine oral dos-

age forms.

§ 520. 2 220a Sulfadimetlioxine drinking
water and drench.

(a) Chemical name. N'-(2,6-Dime-
thoxy-4-pyrlmdinyl) sulfanilamide.

(b) Sponsors. Firms Identified by
numbers in § 510.600(c) of this chapter
have been granted alprovals for specific
conditions of use as ndicatel, in para-
graph (e) of this. section as follows:

(1) To 000004: approval for use as In
paragraph Ce) (1), (2) and (3).

(2) [Reserved]
(3) [Reserved]
(4) [Reserved]
(c) Special considerations. Chickens

and turkeys that have survived fowl
cholera outbreaks should not be kept for
replacements or breeders.

(d) Related tolerances. See § 556.640
of this chapter.

(e) Conditions of use. It is used as.
follow:

(1) Broiler and replacement chickens
only. (i) Amount. 1.875 (0.05 percent)
grams per gallon.

(H1) Indications for use. Treatment of
disease outbreaks of coccidlosis, fowl
cholera, and Infectiotts coryza.

(iii) Limitations. Administer for 6 con-
secutive days; do not administer to
chickens 'over 16 -weeks of age; as sole
source of drinking water and sulfona-
mide medication; as sulfadimethoxine
solution or sulfadimethoxine soluble so-
dium salt; withdraw 5 days before
slaughter.

(2) Meat-producing turkeys only. i)
.Amount. 0.938 (0.025 percent) grams per
gallon: I01) Indications for use. Treatment of

disease outbreaks of coccidisis and fowl
cholera.

(iI) Limitations. Administer for 6 con-
secutive days; do not administer to tur-
keys over 24 weeks of age; as sole source
of drinking water and sulfonamide medi-
cation; as sulfadimethoxne solution or
sulfadimethoxine soluble sodium salt;
withdraw 5 days before slaughter.

(3) Dairy calves, dairy heilers, and
beef cattle only. (1) Amount. 1.18 to
2.36 (0.031 to 0.062 percent) grams per
gallon.

(11) Indications for use. Treatment of
shipping lever complex, bacterial pneu-
mona, calf diphtheria, and foot rot;.

(Ill) Administer 2.5 grams per 100
pounds of body weight for first day, then
1.25 grams per 100 pounds of body weight
per day for the next 4 consecutive days;
In drinking water or drench; available as
a sulfadimethoxine soluble powder or a
12.5 percent sulfadimethoxine sodium so-
lution (3.75 grams sulfadimethoxine per
fluid ounce) ; if no improvement within 2
to 3 days, reevaluate diagnosis; do not
treat beyond 5 days; withdraw 7 days be-
fore slaughter.
§ 520.2220b Sulfadinieioxine tablets

and boluses.
(a) Chemical. name. N'-(2-6-Dime-

thoxy-4-pyrlmidinyD sulfanilamide.
(b) Sponsors. Firms Identified by

numbers In § 510.600(c)- of this chapter
have been granted approvals for specific
conditions of use as indicated in para-
graph (e) of this section as follows:

(1) To 000004: approval for use as in
paragraph (e) (1) of this section.

(2) To 011825: approval for use as in
paragraph (e) (2) (1) of this section.

(3) To 011716: approval for use as in
paragraph (e) (2) (i) of this section.

(4) To 000859: approval for use as in
paragraph (e) (2) () of this section, for
dogs only.

c) [Reserved]
d) Related tolerances. See § 556.640

of this chapter.
(e) It is used as follows:

(1) Cattle-(i Amount. 1.25 to 2.5
grams per 100 pounds body weight.

(i) Indications for use. Treatment of
foot rot, bacterial pneumonia, shipping
fever, and calf diphtheria.

(111) Limitations. Adminlster 2.5 grams
per 100 pounds body weight_ for

FEDERAL REGISTER, VOL. 40, NO. 60-THURSDAY, MARCH 27, 1975

13853



RULES AND REGULATIONS

1 day followed by 1.25 grams per 100
pounds body weight per day; treat from
4 to 5 days; do not administer within 7
days of slaughter; milk that has been
taken from animals during treatment
and 60 hours (5 milkings) after the latest
treatment must not be used for food.

(2) Dogs and cats-C() Amount. 1.25
to 2.5 grams per 100 pounds of body
weight.

(a) Indications for use. For treatment
of respiratory infections, genitourinary
tract infections, enteritis and soft tissue
infections in dogs and cats when caused
by streptococci, staphylococci, escheri-
chia, salmonella or shigella organisms
sensitive to sulfadimethoxine and for the
treatment of canine bacterial enteritis
associated with coccidiosis and canfne
salmonellosis.

(b) Limitations. Administer 2.5 milli-
grams per pound of body weight followed
by 12.5 milligrams per pound of body
weight daily thereafter for 3 to 5 days;
in most cases 3 to 5 days of treatment is
adequate; however, treatment should be
continued until the animal is without
clinical signs for 48 hours; animals must
maintain adequate water intake during
treatment; for use by or on the order of
a licensed veterinarian.

(it) Amount. 12.5 to 25 milligrams per
pound body weight.

(a) Indications for use. Treatment of
sulfadimethoxine-susceptible bacterial
infections.

b) Limitations. Administer 25 milli-
grams per pound body weight for first
day followed by 12.5 milligrams per
pound body weight per day untl" the
animal is free of symptoms for 48 hours,
for use only by or on the order of a
licensed veterinarian.
§ 520.2220c Sulfadimethoxine oral sus-

pension.
(a) Chemical name. N'-(2,6-Dime-

thoxy-4-pyrimidinyl) sulfanilamide.
b) Specifications. Each milliliter of

the drug contains 50 milligrams of sulfa-
dimethoxine.

(c) Sponsor. See Nos. 000004 and
011716 in § 510.600(c) of this chapter.

(1) It is intended for use in the treat-
ment of sulfonamide susceptible bacte-
rial Infections in dogs and cats and
enteritis associated with coccidiosis in
dogs.

(2) On the first day of treatment ad-'
minister an oral dose of 25 milligrams
per pound of body weight, then follow
with a daily dosage of '12.5 milligrams
per pound of body weight. Length of
treatment will depend upon clinical re-
sponse. Continue treatment until pa-
tient is asymptomatie for 48 hours. Main-
tain adequate water intake during the
treatment period.

(3) For use only by or on the order of
a licensed' veterinarian.
§ 520.2240 Sulfacthoxypyridazine.
§ 520.2 240a Sulfaelhoxypyridazinc

drinking water.
(a) Chemical name. N'-(6-Ethoxy-,-

pyridazinyl) sulfanilamide.
b) Specifications. Melting point range

of 1806 C. to 186 0C.

(c) Sponsor, See No. 010042 in § 510.600
(c) of this chapter.

(d) Related tolerances. See § 556.650
of this chapter.

(e) Conditions of use. It is used as
follows:

(1) Swine-(i) Amount. 1.9 to 3.8
grams per gallon (0.05 percent to 0.1 per-
cent).

(ii) Indications for use. Treatment of
bacterial scours pneumonia enteritis,
bronchitis, septicemia accompanying Sal-
monella cholerasuis infection.

(iii) Limitations. Administer 3.8 grams
per gallon for first day followed by 1.9
grams per gallon for not less than 3 days
nor more than 9 days as sodium sulfa-
ethoxypyridazine; do not treat within
10 days of slaughter; as sole source of
sulfonamide; for use by or on the order
of a licensed veterinarian.

(2) Cattle-i) Amount. 2.5 grams per
gallon (0.066 percent).

(i) Indications for use. Treatment of
respiratory infections (pneumonia, ship-
ping fever), foot rot, calf scours; as ad-
junctive therapy in septicemia accom-
panying mastitis and metritis.

(iii) Limitatiotis. Administer at the
rate of 1 gallon per 100 pounds of body
weight per day for 4 days; as sodium
sulfaethoxypyridazine; do not treat
within 16 days of slaughter; as sole
source of sulfonamide; for use by or on
the order of a licensed veterinarian; milk
that has been taken from animals dur-
ing treatment and for 72 hours (6 milk-
ings) after latest treatment must not
be used for food. I .
§ 520.2240b Sulfacthoxypyridazine tab-

lets.-
(a) Chemical name. N'-(6-Ethoxy-3-

pyridazinyl) sulfanilamide.
(b) Specifications. Melting point range

of 1800 C. to 1860 C.
(c) Sponsor. See No. 010042 in § 510.-

600(c) of this chapter.
Cd) Related tolerances. See § 556.650

of this chapter.
(e) Conditions of use. It is used for

cattle as follows:
(1) Amount. 2.5 or 15 grams per tablet.
(i) Indications for use. Treatment of

respiratory infections (pneumonia, ship-
ping fever), foot rot, calf scours; as
adjunctive therapy in septicemia accom-
panying mastitis and metritis.

(it) Limitations. Administer 25 milli-
grams per pound 61 animal weight per
day for 4 -days; do not treat within 16
days of slaughter; as sole source of sul-
fonamide; milk that has been taken from
animals during treatment and for 72
hours (6 milkings) after the latest treat-
ment must not be used for food; for use
only by or on the order of a licensed
veterinarian.

(2) Amount. 15-gram controlled re-
lease tablets.

Ci) Indications for use. Treatment of
foot rot and respiratory infections (ship-
ping fever and pneunonia) caused by
sulfonamide-susceptible pathogens (E.
coli, streptococci, staphylococci, 4phae-
rophorus necrophorus and Gram-nega-
tive rods including Pasteurella); for use
prophylactically in cattle during periods

of stress for reducing losses due to sul-
fonamide sensitive disease conditions,

(it) Limitations. Administer 100 milli-
grams per pound of body weight; do not
treat within 16 days of slaughter; as sole
source of sulfonamide; not for use in
lactating dairy cows; Federal law re-
stricts this drug to use by or on the order
of a licensed veterinarian.
§ 520.2260 Sulfametlazine tablets and

bolus.
(a) Chemical name. N'-(4,6-Dimeth-

yl-2-pyrimldinyl) sulfanilamide.
(b) Sponsor. See No. 011519 in § 510.-

600(c) of this chapter.
(c) Related tolerances. See § 556.670 of

this chapter.(d) Conditions of use. It Is used for
oral administration to nonlactating cattle
as follows:

(l) Amount. 22.5 grams per bolus.
(2) Indications Yor use. For treatment

of infectious disease In which the causa-
tive organism is sensitive to sulfametha-
zine; for the prevention of bacterial In-
fections associated with hemorrhagio
septicemia (shipping fever complex).

(3) Limitations. One bolus per each 185
to 200 pounds of body weight; do not
slaughter for food within 21 days of
treatment; Federal law restricts this drug
to use by or on the'order of a licensed
veterinarian.
§ 520.2280 Sulfamcthizole and mcthe-

nramine mandelato tablets.
(a) Specifications. Each tablet con-

tains 250 milligrams of sulfamethizolo
and 250 milligrams of methenamino
mandelate.

(b) Sponsor. See No. 000046 in § 510.-
600 (c) of this chapter.

(c) Conditions of use. (1) The drug Is
indicated for the treatment of urinary
tract infections in dogs and cats such as
cystitis, nephritis, prostatitis, urethrltis,
and pyelonephrltis. It Is also used as an
aid In the management of complications
resulting from surgical manipulations of
the urinary tract such as removal of
calculi from the bladder, in ureterosto-
ies, and in instrumentation of the

urethra and bladder.
(2) It is administered at a dosage level

of one tablet for each 20 pounds of body
weight given three times per day. The
drug should be given until all signs are
alleviated. To reduce the possibility of
a relapse, It is suggested that therapy be
continued for a further period of a week
to 10 days.

(3) Federal law restricts this drug to
use by or on the order 6f a licensed vet-
erinarian.
§ 520.2300 Sulfamclhoxypyri dtaz I it o

tablets.
(a) Chemical name. N'-W-methoxy-

3-pyridazinyl) sulfanilamide.
b) Specifications. Each tablet con,

tains 250 or 500 milligrams of the drug.
(c) Sponsor. See No. 000071 in § 510,-

600(c) of this chapter.
Cd) Conditions of use. (1) It Is in-

tended for use in dogs and cats for
sulfa,-susceptible gram-positive and
gram-negative bacterial infections,
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(2) It is administered orally at the
rate of 20 to 30 milligrams per pound- of
body weight daily. Doses exceeding these
amounts are not recommended. Length
of treatment will depend upon clinical
response. Continue treatment until pa-
tient is asymptomatic for 48 hours.
Maintain adequate water intake during
prolonged administration. Discontinue
drug if toxic reactions occur. Not for use
in animals which are raised for food
production.

(3) For use only by or on the order of
a licensed veterinaria
§ 520.2301 Acetyl sulfamethoxypyrida-

zinc oral suspension.

(a) Chemical name. N'-acetyl-lN-(6-
methoxy-3-pyridazinyl) sulfanilamide.

(b) Specifieationls. Each .5 milliliters of
suspension contains 250 milligrams of
sulfamethoxypyridazine.
(c) Sponsor. See No. 000071 in § 510.-

600(c) of this chapter.
(d) Conditions of use. (1) It is in-

tended for use in dogs and cats for sulfa-
susceptible- gram-positive and gram-
negative bacterial infections.

(2) It is administered orally at the
rate of 20 to 30 milligrams per pound of
body weight daily. Doses exceeding these
amounts are not recommended. Length
of treatment will depend upon clinical
response. Continue treatment until pa-
tient is asymptomatic for 48 hours. Main-
tain adequate water intake during pro-
longed administration. Discontinue drug
if toxic reactions occur. Not for use in
animals which are raised for -food
production.

(3) .For use only by or on the order ol
a licensed veterinarian.

§ 520.2320 Sulfanitran and aklomide in
combination.

(a) Chemical names. (1) Sulfanitran:
Acetyl-(p-nitrophenyl) -sulfanilamide.

(2) Aklomide: 2-Chloro-4-nitrobenza-
mide.
(b) Specifications. (1) Sulfanitran

conforms to the following specifications:
(i) Melting point Tange: 2600 C. to

2610 C.
(ii) Assay (by sodium nitrite titra-

tion) : 97 to 100.5 percent.
(iii) Moisture (method No. 5.96 "Offi-

cial Methods of Analysis of the Associa-
tion of Official Agricultural Chemists,' -
8th edition, 1955, p. 64): -Not more than
2.0 percent.

(iv) Molecular weight: 335.34.
(v) Soluble in 0.1N sodium hydroxide,

reprecipitating unchanged on acidifi-
cation.

(2) -Aklomide conforms to the follow-
ing specifications:
(i) Minimum melting point: 1700 C.
(Ci) Moisture content: Not to exceed

1.0 percent.
(ii) Purity: Not less than 98 percent

on an anhydrous basis.
(c) Sponsor. See No. 017210 in § 510.-

600(c) of this chapter.
(d) Related tolerances. See §§ 556.30

and 556.680 of this chapter.

MCopies may be obtained: Association of
official analytical chemists, P.O. Box 540. Ben-
JamIn. Franklin Station, Washington, D.C.
20044..
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(e) Conditions of use. It is used In the
drinking water of chickens as follows:

(1) Amount. 374-747 milligrams of sul-
fanitran with 477-954 milligrams of ak-
lomide.

(2) Indications for use. As an ald In the
treatment of cocidlosis caused by E
tenella, E. necatrix, and E. acerrulina.

(3) Limitations. Administer for 2 days
at 747 milligrams of sulfanitran per gal-
lon and 954 milligrams of allomide per
gallon, followed by 5 days at 374 milli-
grams of sulfanitran per gallon and 477
milligrams of aklomide per gallon; do not
treat birds over 6 weeks of age; do not
administer within 5 days of slaughter;
not for laying chickens.
§ 520.2362 Thenium closylate tablets.

(a) 'Chemical name. (N,N-Dlmethyl-
N-2-phenoxyethyl-N-2' - thenylammo-
nium) -p-chlorobenzenesulfonate.

(b) Speclfications.--Thenlum closy-
late tablets contain thenlum closylate
equivalent to 500 milligrams thenlum as
base in each tablet.

(c) Sponsor. See No. 011492 In § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) The Tab-
lets are administered orally to dogs as-a
single'day treatment of canine ancylos-
tomiasis by the removal from the intes-
tines of the adult forms of the species
An.ylostoma caninurt and Uncinaria
stenocephala (hookworms). Dogs weigh-
Ing 10 pounds and over are administered
1 tablet as a single dose. Dogs weighing
5 to 10 pounds are administered one-half
tablet twice dhring a single day. All
dosages are given for 1 day only. The
treatment should be repeated after 2 or
3 weeks.

(2) Suckling puppies or recently
weaned puppies weighing less than 5
pounds should not be treated with the
drug. Animals that are severely Infected.
exhibiting evidence of Intestinal hemor-
rhage, debilitation, and anemia, should
be given supportive treatment.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.2380 Thiabendazole oral dosage

forms.
§ 520.2380a Thiabendazole top dressing

and mineral protein feed block.
(a) Chemical name. 2-(4-Thiazolyl)-

benzimidazole.
(b) Specifications. Conforms to NY.

(c) -Sponsor. (1) See No. 017800 in
§ 510.600(c) of this chapter for the spon-
sor of the usage provided by paragraph
(e) (1) of this section.

(2) See No. 000006 in § 510.6001c) of
this chapter for the sponsor of the usages
provided for by paragraph (e) of this
section and §§ 520.2380b and 520.2380c.

(3) See No. 021930 in § 510.600(c) of
this chapter for the sponsor of the usage
provided for by paragraph (e) (2) of this
section.

(d) Related tolerances. See § 556.730
of this chapter.

(e) Conditions of use. It is used as
follows:
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(1) Horses--() Route of administra-
tion. In feed, as a top dressing.

(a) Amount. 2 grams per 100 pounds
of body weight.

b) Indications for use. For control of
large strongyles, small strongyles, pin-
worms, and threadworms (including
members of the genera Strongylus, Cy-
athostomum, Cvlicobrachytus, and re-
lated genera. Craterostomum, Oesopha-
godontus, Poteriostomum, Oxyuris, and
Strongyloldes).

(c) Limitations.Add to the usual feed
of horses mixed into that amount of the
feed normally consumed at one feeding.
Warning: Not for use in horses intended
for food.

• ID Route of administration. In feed.
(a) Amount. 2 grams per 100 pounds

'of body weight.
Ul) Indications for use. For control of

large and small strongyles, Strongyloides,
and pinworms of the genera Strongylus,
Cjathostomum, Cylicobrachytus and re-
lated genera, Craterostomum, Oesopha-
godontus, Poterlostomum, Oxyuris,
Strongyloldes, and Parascaris.

(2) Limitations. Administer in-a single
dosage mixed with the normal grain
ration given at one feeding. Warning:
Not for use In horses intended for food.

Cb) Amount. 4 grams per 100 pounds
of body weight.

(1) Indications for use. For control of
ascarlds of the genera Strongylus, Cy-
athostomum, Cvlicobraclytus and re-
lated genera, Craterostomum,, Oesopha-
godontus, Poteriostomum, Oxyuris,
Strongyloldes, and Parascaris.

(2) Limitations.Administer in a single
dosage mixed with the normal grain ra-
tion given at one feeding. Warning: Not
for use in horses intended for food.

(2) Cattle-l) Route of administra-
tion. In feed block.

(Ci) Amount. 3.3 percent consumed at
the recommended level of 0.11 pound per
100 pounds of body welghtper day.

(II) Indications for use. For control
of infections of gastrointesinal.round-
worms (members'of the genera Tricho-
strongylu&, Haemonchus, Ostertagia and
Cooperia species).

(iv) Limitations. Administer to cattle
on pasture or range accustomed to min-
eral protein block feedingfor 3 dayswhen
3.3 percent is consumed at the recom-
mended level of 0.11 pound per 100
pounds of body weight per day. Milk
taken from animals during treatment
and within 96 hours (8 milkings) after
the latest treatment must not be used for
food. Do not treat cattle within 3 days
of slaughter. For a satisfactory diagno-
sis, a microscopic fecal examination
should be performed by a veterinarian
or diagnostic laboratory prior to worm-
ng. Animals maintained under condi-
tions of constant worm exposure may re-
quire re-treatment within 2 to 3 weeks.
Animals that are severely parasitized,
sick, or off feed should be Isolated and
a veterinarian consulted for advice con-
cerning treatment.
§ 520.2380b Thinbendazole drench or

oral paste.
(a) Chemical name. 2-C4-Thlazolyl)

benalmidazole.
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(b) Specifications. Conforms to N.F.
XII.

(c) Sponsor. (1) See No. 017800 in
§ 510.600(c) of this chapter for the spon-
sor of the usage provided by § 520.2380a
(e) (1).

(2) See No. 000006 in § 510.600(c) of
this chapter for the sponsor of the usages
provided for by paragraph (e) of this
section and § 520.2380c.

(3) See No. 021930 in § 510.600 (c) of
this chapter for the sponsor of the usage
provided for by § 520.2380a(e) (2).

(d) Related tolerances. See § 556.730
of this chapter.

(e) Conditions of use. It is used as fol-
lows:

(1) Horses. As a single liquid oral dose,
as a drench or administered by stomach
tube.

(t) Amount. 2 grams per 100 pounds of
body weight.

(a) Indications for use. Control of in-
fections with Strongylus spp., Cyathos-
tomum sp., Cylicobraehytus spp., and
related genera; Craterostomum spy.,
Oesophagodontus sp., Poteriostomum
spp., Oxyuris sp., and Strongyloides
spp.

(b) Limitations. Not for use in horses
to be slaughtered for food purposes; for
use only by or on the order of a licensed
veterinarian. I

(ii) Amount. 4 grams per 100 pounds
of body *eight.

(a) Indications for use. Control of in-
fections of gastrointestinal ascarids
(genera Parascaris spp.).

(b) Limitations. Not for use in horses
to be slaughtered for food purposes; for
use only by or on the order of a licensed
veterinarian.

(2) Pigs. As an oral paste.
(i) Amount. 200 milligrams for each

5 to 7 pounds of body weight per dose.
(ii) Indications for use. For control of

infections with Strongyloides ransomi.
These infections are commonly found in
Southeastern United States.

(ii) Limitations. Administer to baby
pigs (1 to 8 weeks of age). Treatment
may be repeated in 5 to 7 days if neces-
sary. Before treatment, obtain an
accurate diagnosis from a veterinarian or
diagnostic laboratory. Do not treat within
30 days of slaughter.

(3) Cattle. Orally in paste form using
a dosing gun designed for the product.

(I) Amount. 3 grams per 100 pounds of
body weight.

(a) Indications for use. For Tricho-
strongylus spp., Haemonchus spp.'
Neamtodirus spp., Ostertagia spp., and
Oesophagostomum radiatum.

(b) Limitations. For most effective re-
suits, severely parasitized animals or
those constantly exposed to helminth in-
fection should be re-treated every 2 to
3 weeks. Milk taken from treated animals
within 96 hours (8 mnilkings) after the
latest treatment must not be used for
food. Do hot treat cattle within 3 days of
slaughter. For a satisfactory diagnosis,
a microscopic fecal examination should
be performed prior to worming.'

(ii) Amount. 5 grams per 100 pounds
of body weight.

(a) Indications for use. For Cooperia
spp.- or severe infections with the other
species.

(b) Limitations. For most effective re-
sults, severely parasitized animals or
these constantly exposed to helminth in-
fection should be re-treated every 2 to
3 weeks. Milk taken from treated, ani-
mals within 96 hours (8 milkings) after
the latest treatment must not be used
for food. Do not treat cattle within 3
days of slaughter. For a satisfactory di-
agnosis, a microscopic fecal examination
should be performed priof to worming.
§ 520.2380c Thiabendazole bolus.

(a) Chemical name. 2-(4-ThIazolyl)
benzimidazole.

(b) Specifications. Conforms to N.F.
XII.

(c) Sponsor. (1) See No. 017800 in
§ 510.600(c) of this chapter for the spon-
sor of the usage provided for by § 520.-
2380a(e) (1).

(2) See No. 000006 in § 510.600(c) of
this chapter for the sponsor of the usages
provided for by paragraph (e) of this
section and §§ 520.2380a and 520.2380b.

(3) See No. 021930 in § 510.600(c) of
this chapter for the sponsor of the usage
provided for by § 520.2380a(e) (2).

-(d) Related tolerances. See § 556.730 of
this chapter.

(e) Conditions.of use. It is uSed as
follows:

(1) Cattle. In a bolus or in liquid form.
(i) Amount. 3 grams per 100 pounds of

body weight.
(a) Indications for u e. Control of in-

fections' of gastrointestinal roundworms
(genera Trichostrongylus spp., Haemon-
chus spp., Nematodirus spp., Ostertagia
spp., and Oesophagostomum radiatum).

(b) Limitations. As a single oral dose;
as a drench or bolus; may repeat once in
2 to 3 weeks; do not treat animals within
3 days of slaughter; milk taken from
treated animals within 96 hours (8 milk-
ings) after the latest treatment must not
be used for food.

(ii) Amount. 5 grams per 100 pounds
of body weight.

(a) Indications for use. Control of
severe infections of gastrointestinal
roundworms (genera Trichostrongylus
spp., Haemonchus spp., Nematodirus
spp., Ostertagia spp., and Oesophagosto-
mum radiatum). Control of infections
with Cooperia spp.

(b) Limitations. As a single oral dose;
as a drench or bolus; may repeat once in
2 to 3 weeks; do not treat animals within
3 days of slaughter; milk taken from
treated animals within 96 hours (8 milk-
ings) after the latest treatment must not
be used for food.

(2) Sheep and.goats. In a bolus'or In
liquid form.

(i) Amount. 2 grams per 100 pounds of
body weight.

(Ii) Indications for use. Control of in-
fections of gastrointestinal roundworms
in sheep and goats (genera Tricho-
strongylus spp., Haemonchus spp., Oster-
tagia spp., Cooperia spp., Nematodirus
spp., Bunostomum spp., Strongyloides
Spp., Chabertia spp., and Oesophagosto-

mum spp.); also active from 3 hours to
3 days following treatment against ova
and larvae passed by sheep (good ac-
tivity against T. colubriformis and axel,
Ostertagia spp., Bunostmnum spp., Nc-
matodirus spp., and Strongyloides spp.;
less effective against Maemonchus con-
tortus and Oesophagostomum spp.)

(ill) Limitation,. As a single oral dose;
as a drench or bolus; do not treat ani-
mals within 30 days of slaughter; milk
taken from treated animals within 90
hours (8 milkings) after the latest treat-
ment must not be used for food; in severe
infections in sheep, treatment should be
relbeated in 2 to 3 weeks.

(3) Goats. In a bolus or In liquid form.
(I) Amount. 3 grams per 100 pounds of

body weight.
(II) Indications for use. Control of

severe Infections of gastrointestinal
roundworms (genera Trlchostrongylus
spp., Haemonchus spp., Ostertagia spp.,
Cooperia spp., Nematodirus spp., Buno-
stomum spp., Strongyloides spp., Cha-
bertia spp., and Oesophagostomum spp.),

(ill) Limitations. As a single oral dose;
as a drench or bolus; do not treat ani-
mals within 30 days of slaughter; milk
taken from treated animals within 90
hours (8 milkings) after the latest treat-
ment must not be used for food; treat-
ment should be repeated In 2 to 3 weeks.
§ 520.2380d Thiabendazole, piperazine

citrate suspension.
(a) Specifications. Each fluid ounce of

suspension contains 2 grams of thiaben-
dazole and 2.5 grams of piperazine (from
piperazine citrate).

(b) Sponsor. See No. 000006 In § 510.-
600 (c) of this chapter.

(c) Conditions of use. (1) It Is admin-
Istered to horses by stomach tube or as
a drench at the rate of 1 fluid ounce of
suspension per 100 pounds of body weight
for the control of large strongyles, small
strongyles, pinworms, Strongylotdes and
ascarids (including members of the
genera Strongylu spp., Cyathostomum
spp., Cyllcobrachytus spp. and relateo
genera Craterostomum spp., Oesophago.
dontus spp., Poteriostomum spy,, Oxyurls
spp., Strongyloides spp., and Parasoaris
spp.).

(2) Do not use in horses intended to
be used for food purposes.

(3) For use by or on the order of a
licensed veterinarian.
§ 520.2460 Ticarbodine oral dosage

forms.
§ 5 2 0.2 460a Ticarbodine tablets.

(a) Specifications. Ticarbodine tab-
lets, veterinary contain 90, 225, or 900
millgrams of ticarbodine per tablet.

(b) Sponsor. See No. 000986 In 9 510.-
600(c) of this chapter.

(c) Conditions of use. (1) ! he drug
is used in dogs for the removal of round-
worms (Toxocara cants), hookworms
(Ancylostoma caninum and Uneinarta
stenocephala), and tapeworms (Dlpyll-
dium caninum and Taenla pisformis).

(2) Dosage Is administered at 45 mil-
ligrams of the drug per Pound of body
weight in a single dose. Dosage may be
repeated in 21 days.
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(3) Federal law restricts this drug to usually sufficient to coptrol symptoms, ment with any other cholinesterase in-
use 'by or on the order of a licensed although up to 0.1 milligram per pound hibitor.
veterinarian. of body weight may be given daily If (4) Restricted to use by or on the

520.2460b Ticarod response to the smaller dose Is In- orderof alicensedveterinaran.§i ne capsules, adequate. As soon as feasible, and in any § 52D.2560 Trifluomeprazine tablets.
(a) Specifications. Each capsule con- case within 2 weeks, dosage should be

tains 90, 225, 450, or 900 milligrams of reduced gradually to maintenance levels (a) Chemical name. Phenothlazine,
ticarbodine. of 0.0125-to 0.025 milligram per pound of 10-13-(dimethylamino) -2 -methyl-pro-

(b) Sponsor. See No. 000986 in § 510.- body weight per day. Therapy should be pyll-2-(trlfluoromethyl),maleate.
600(c) of this chapter. discontinued by a gradual reduction In (b) Specifications. Trifluomeprazine

(c) Conditions of use. (1) The drug is dosage after the condition has been con- tablets, veterinary, contain 10 milligrams
used in dogs for removal of roundworms trolled for several days. Therapy may be of trifluomeprazine in each tablet.
(Toxocara canis), hookworms (Anczlo- initiated with a single dose of sterile tri- (c) Sponsor. See No. 011519 in § 510.-
stoma caninum and Uncinaria steno- amcinolone acetonlde suspension veteri- 000(c) of this chapter.
cephala), and- tapeworms (Dipylidium nary in which case the tablet dosage (d) Conditions of use. (1) The tablets
caninum and Taenia pisiformis). should be administered begInning 5 to 7 are administered orally to dogs for tran-

(2) Dosage is administered orally as a days after the injection or when qullization and chemical restraint at a
single dose- at 45 milligrams per lb. of symptoms reappear. dosage level of 4 to 1 milligram per
body weight. Dosage may be repeated at (3) For use only by or on the order of pound of body weight once or twicedally
21-day intervals, a licensed veterinarian. rqur

(3) Federal law restricts this drug to (2) Federal law restricts this drug toFede ral lawo theor i sed t § 520.2520 Trichlorron oral dosage use by or on the order of a licensed
use by or on the *order of a licensed iornls veterinarian.
veterinarian.
§ 520.2480 Trameinolone tablets. § 520.2520a Trichlorfon Oral. § 520.2582 Triflupromazine hydrochlo-

(a) Chemical name. Dlmetbyl 2,2,2- ride tablets.

(a) Chemical name.-9-Fluoro-llp,16a. Utchloro-1-hydroxyethyl phosphonate. (a) Specftcations. Each tablet con-
17,21 - tetrahydroxy - pregna - 1,4 (b) Sponser. See Nos. 017800, 017135, tains either 10 milligrams or 25 milli-
diene-3,20-dione. and 000859 in § 510.600(c) of this grams of trIflupromazlne hydrochloride.

(b) Specifications. Each tablet con- chapter. (b) Sponsor. See No. 000003 in § 510.-
tains 0.5 milligram of the drug. (c) Special considerations. This drug 600(c) of this chapter.

(c) Sponsor. See No. 010042 in § 510.- Is a cholinesterase inhibitor. Do not use (c) Conditions of 'use. (1) The drug is
600(c) of this chapter. this product on animals simultaneously used in dogs and cats to relieve anxiety

(d) Conditions of use. (1) The drug s or within a few days before or after and to help control psychomotor over-
indicated for use in dogs' and cats for treatment with or exposure to cholines- activity as well as to increase the toler-
its anti-inflammatory activity terase-inhibiting drugs, pesticides, or ance of animals to pain and pruritus.

(2) The dosage range for dogs Is 0.25 chemicals. The drug Is indicated in various omce
milligram to 2.0 milligrams per day for (d) Conditions of use. .(1) It is in- and clinical procedures which require
7 days and the dosage range for cats is tended for use in horses for the removal the aid of a tranquilizer, antiemetic, or
0.25 milligram to 0.5 milligram per day of bets (Gasterophilus spp), a cds preanesthetc.
for 7 days. Daily dosage may be given in (Parascaris equorum), and pinworms (2) The drug Is administered orally to
two or more divided doses. Dosage must (oxyuri equi). dogs and cats at a dosage level of 1 to 2
be adjusted to the response of the indi- (2) Mix the drug, either dry or dls- miligrams per pound of body weight
vidual animal. Generally, initial dosages solied In water, in feed and administer daily; an initial dosage at the 2-milli-
are at the higher range and when the at the rate of 4.5 grams of trichlorfon grams level is suggested followed by
response is satisfactory, the dosage Is per 250 pounds of body weight. The drug daily doses at the 1-milligram level. Fre-
gradually redued until a minimum ade- Is to be consumed at one feeding. Trat- quently, the drug may be withdrawn
quate dose is obtained. Dosage may be ment should be repeated at 3- to 4- after 4 to 5 days, with drug effect con-
repeated when necessary. Daily dosage -month intervals. Do not repeat treat- tinuing after withdrawal
may be given in to or more divided ment more frequently than every 30 (3) Do not use in conjunction with or-

(3) Clinical and experimental days. Do not treat horses to be used for ganophosphates and/or procaine hydro-
(3) Cemia d tdata food. Do not treat sick or debilitated chloride, because phenothiazines may

have demonstrated that corticosterolds horses, colts under 4 months of age, potentiate the toxicity of organophos-
administered orally or parenterally to mares in the last month of pregnancy, phates and the activity of procaine
animals may induce-the first stage of or animals other than horses. Do not hydrochlorde.
parturition when administered during administer intravenous anesthetics, es- (4) Federal law restricts this drug to
the last trimester of pregnancy and may pecally muscle relaxants, for a period use by or on the order of a licensed
precipitate ,premature parturition fl- of 2 weeks after treatment. veterinarian.
lowed by dystocla, fetal death, retained
-placenta, and metritis. Side reactions § 520.2520b TriclIdorfon and atropine. § 520.2604 Tritxeprazine taktrate and
such as weight loss, anorexia, diarrhea, (a) Chemical name. (1) For trichlor- prednisolone tablets.
polydypsia and polyuria may occur. fan: O,O-Dlmethyl 2,2,2-trIchloro-1- (a) Specifications. Each tablet con-

-(4) For use only by or on the order hydroxyethylphosphonate. tains: trimeprazine tartrate. 5 milli-
of a licensed veterinarian. (2) For atropine: AtropneN.F. grams; and prednlsolone, 2 milligrams.
§ 520.2481 Triamcinolone acetonlde (b) Sponsor. See No. 000856 in § 510.- (b) Sponsor. See No. 011519 in § 510.-

tablets. 600 (c) of this chapter. 600(c) of this chapter.
.(a) Chemical name. 9-Fluro-llp,16a, (c) Conditions of use. (1) The drug (c) Conditions of use. (1) The drug Is

17,21 - tetrahydroxypregna-l.4-diene - 3. Is used for the treatment of SyPhiacia administered orally to dogs for the relief
20-dione cyclic 16,17-acetal with acetone obvelata (pinworm) in laboratory mice. of Itching regardless of cause; reduction

(b) gpecifications. Each tablet con- (2) It is administered in distilled of inflammation commonly associated
tains either 0.5 milligram or 1.5 mill- water as sole source of drinking water with most skin disorders of dogs such as
grams of the' drug. continuously for 7 to 14 days at 1.67 eczema, caused by internal disorders,

(c) Sponsor. See No. 000003 in § 510.- grams of trichlorfon and 7.7 milligrams" otitis, and dermatitis, allergic, parasitic,
600(c) of this chapter. of atropineperliter. pustula and nonspecific. It is also used

(d) Conditions of use. (1) The drug (3) Prepare fresh solution every 3 n dogs as adjunctive therapy in various
is indicated for use in dogs and cats for days. Do not use simultaneously with cough conditions including treatment of
its anti-inflammatory activity, other drugs, insecticides, pesticides, or" "kennel cough" or tracheobronchitis,

(2) An initial daily dosage of 0.05 - chemicals having cholinesterase activity, bronchitis including allergic bronchitis,
miligramn per pound of body weight is nor within I days before or after treat- in tonsillitis, acute upper respiratory n-
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fections and coughs of nonspecific origin.
The product may also be administered to
dogs suffering from acute or chronic bac-
terial infections, provided the infection
is controlled by appropriate antibiotic or
chemotherapeutic agents.

(2) The drug is administered orally at
an initial dosage level of Y2 tblet twice
daily to dogs weighing .up to 10 pounds,
one tablet twice daily to dogs weighing
11 to 20 pounds, two tablets twice daily
to dogs weighing 21 to 40 potnds,- and
three tablets twice daily to dogs weigh-
ing over 40 pounds. After 4 days, the
dosage is reduced to approximately /2
the initial dosage or to an amount just
sufficient' to maintain remission of symp-
toms. Dosages in individual cases may
vary and should be adjusted until proper
response is obtained.

(3) Do not use the drug in cases of
viral infections involving corneal ulcera-
tion or dendritic ulceration of the cornea.

(4) Clinical and experimental data
have demonstrated that corticosteroids
administered orally or parenterally to
animals may induce the first stage of
parturition when administered during
the last trimester of pregnancy and may
precipitate premature parturition. fol-
lowed by dystocia, fetal death, retained
placenta, and metritis.

(5) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 520.2640 Tylosin.

(a) Specifications. Tylosin is the anti-
biotic substance produced by growth of
Streptomyces jradiae or the same anti-
biotic substance produced by any other
means.

(b) Sponsor. See No. 000986 in § 510.-
600(c) of this chapter.

(c) Special considerations. The quan-
tities of antibiotic in paragraph (e) of
this section refer' to the activity of the
appropriate standard.

(d) Related tolerances. See § 556.740
of this chapter.

(e) Conditions of use. It-is used in
drinking water of animals as follows:

(1) Chickens-(i) Amount. 2 grams
per gallon.

(ii) Indications for use. Aid in the
treatment of chronic respiratory disease
(CRD) caused by Mvcoplasma gallisep-
ticum sensitive to tylosin in broiler and.
replacement chickens. For the control
of chronic respiratory disease (CRD)
caused by Mvfcoplasma gallisepticum
sensitive to tylosin at time of vaccina-
tion or other stress in chickens. For .the
control of chronic respiratory disease
(CRD) caused by Mycoplasma synoviae
sensitive to tylosin in broiler chickens.

(III) Limitations. Do not use in layers
producing eggs for human consumption;
administer from I to 5 days as sole source
of drinking water; treated chickens
should consume enough medicated drink-
ing water to provide 50 milligrams of
tylosin per pound of body weight per
day; prepare a fresh solution every 3
days; do not administer within 24 hours
of slaughter; as tylosin tartrate.

(2) Turkes-(i) Amount. 2 grams per
gallon.
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(ii) Indications for use. Maintaining
weight gains and feed efficiency in the
presence of infectious sinusitis caused by
Mycoplasma .gallisepticum sensitive to
tylosin.

(iii) Limitations. Do not use in layers
prodiicing eggs for human consumption;
administer from 2 to 5 days as sole source
of drinking water; treated turkeys
should consume enough medicated drink-
ing water to provide 60 milligrams of
tylosin per pound of body weight per
day; prepare a fresh solution every 3
days; when sinus swelling is present, in-
ject the sinus with tylosin injectable
simultaneously with the drinking water
treatment; do not administer within 5
days of slaughter; as tylosin tartrate.

(3) gwine-(i) Amount. 0.25 gram per
gallon.

(ii) Indications for u3e. For the control
and treatment of swine dysentery.
(bloody scours) caused by pathogens sen-
sitive to tylosin.

(iii) Limitations. As only source of
drinking water for 3 to 10 days, depend-
ing on the severity of the condition being
treated: mix fresh soldtion daily; pre-
sent as tylosin base; medication must be
withheld from animals 48 hours prior to
slaughter.

PART 522-IMPLANTATION OR INJECT-
ABLE DOSAGE FORM NEW ANIMAL
DRUGS NOT SUBJECT TO CERTIFICA-
TION

Sec.
522.23 Acepromazne maleate injectable.
522,44 Sterile sodium acetazolamide.
522.62 Aminopenta ide hydrogen sulfate

injection.
522.82 Aminopropazine fumarate sterile

solution injection.
522.146 Arsenamide sodium aqueous injec-

tion.
522.161 Betamethasona acetate and be-

tamethasone dLodium phos-
phate aqueous suspension.

522.163 Betamethasone dipropionate and
betamethasone sodium phos-
phate aqueous suspension.

522.204 Boldenone undecylenate injection.
522.281 Calcium disodium edetate Injec-

tion.
522.340 Cephalorldine injection.
522.380 Chloral hydrate, pentobarbital, and

magnesium sulfate sterile aque-
ous solution.

522.443 Chlorpromazine hydrochloride In-
jeotion.

522.480 Repository corticotropin injection.
522.540 Dexamethasone solution.
522.564 Sodium diatrizoate and meglumine

diatrizoate injection.
522.640 Dlethyltlbestrol.
522.723 Diprenorphine hydrochloride in-

' jection.
522.74L Disophenol Injection.
522.784 Doxylamine succinate injection.
522.800 Droperidol and fentanyl citrate In-

jection.
-522.842 Estradlol benzoate and testosterone

propionate in combination.
522.844 Estradiol monopalmitate.
522.863 Ethylisobutrazine hydrochloride

injection.
- 522.883 Etorphine hydrochloride injection.

522.940 Colloidal ferric oxide injection.
522,960 Flumethasone suspension.
522.961 Flumethasone acetate injection.
522.1020 Gelatin solution.
522.1044 'Gentamicin sulfate injection.
522.1060 Glyceryl gualacolate sterile powder.

See.
522.1081 Chorlonic gonadotropin for njec-

tion; ochorionle gonadotropin
suspension.

522.1143 Hexylcalno hydrochloride injection.
522.1182 Iron dextran complex Injection,
522.1183 Iron hydrogenated dextran injec.

tion.
522.1204 Kanamycin sulfate injection.
522.1222 Ketamine hydrochloride injection,
522.1244 Levamisole phosphate injection,
522.1260 Lincomyc~n Injection.
522,1362 MeglumInD diatrizoate and sodium

diatrizoate injection.
22.1380 Methocarbamol Injection.

522.1404 Sodium methohexital for Injection.
522.1462 Naloxone hydrochloride Injection,
522.1484 Neomycln sulfate sterile solution.
522.1503 Neostigmine methylsulfate Injec-

tion.
522.1563 Nitrofurantoin sodium injection.
522.1620 Orgotein for injection,
522.1642 Oxymorplbono hydrochlorldo Injec-

tion.
522.1662 Oxytetracyclino hydrochloride tm-

plantation or njectable dosage
forms.

522.1662a Oxytetracycline hydrochloride in-
jection.

522.1662b Oxytetracycline hydrochloride with
lidocalne injection,

522.1680 Oxytocin injection.
522.1704, Sodium pontobarbital injection,
522.1720 Phenylbutazone injection,
522.1800 Piperaceta ino injection.

•.522.1820 Pituitary luteinizing hormone for
injection.

522.1862 Sterile pralidoxime chloride.
522.1880 Sterile prednisolone suspension,
522.1881 Sterile prednisolone acetate aque-

ous suspension.
522.1884 Prednisolone sodium succlnato in-

jection.
522.1885 Prednisolone tertiary butylacetato

suspension.
522.1920 Prochlorperazine, isopropamide for

Injection.
522.1940 Progesterone and estradiol ben o-

ate in combination.
522.1962 Promazine hydrochloride Injection.
522.2002 Proplopromazine hydrochloride In-jection.
522.2022 Protokylol hydrochloride injection.
522.2063 Pyrllamino maleate injection.

-522.2100 Selenium, vitamin E injection,
522.2120 Spectinomycin injection.
522.2200 Sulfachlorpyrldazino.
522.2220 Sulfadimethoxine Injection,
522.2240 Sulfaethoi:ypyridazine,
522.2340 Sulfomyxin.
522.2350 Testosterone and dlethylstilbes-

trol In combination.
522.2404 Thialbarbitone sodium for injec-

tion.
522.2424 Sodium thiamylal for injection.
522.2444 Sodium tbiopental implantation or

injectable dosage forms,
522.2444a Sodium thiopental for injection.
522.2444b Sodium thiopental, sodium pento

barbital for injection.
522.2480 Triamcinoione injection.
522.2582 Trilupromazlno hydrochlorldo In-

jection.
522.2640 Tylosin.
522.2662 Xylazine hydrochloride Injection.
522.2680 Zeranol.

AuTHosrrr: Sec. 512(i), 82 Stat, 347 (21
U.S.C. 360b(l)).

§ 522.23 Acepromazine maleate injec-
table.

(a) Chemical name. [10-[3-(DI-
methylamino) propyl] phenothlazin-2-
yl-methyl ketone] maleate.

(b) Specifications. Each milliliter of
the drug contains 10 milligrams of ace-
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promazine maleate in double distilled
water.

(c) Sponsor. See No. 000046 in § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) The drug is
used as a tranquilizer in dogs, cats, and
-horses.

(2) The drug is administered in-.
travenously, intramuscularly or sub-
cutaneously with the dosage individual-
ized depending upon the degree of tran-
quilization required. It is administered to
dogs at a dosage level of 0.25 to 0.5 milli-
gram of acepromazine maleate per pound
of body weight; to cats at a dosage level
of 0.5 to 1.0 milligram of acepromazine
maleate per Pound of body weight; and
to horses at a dosage level of 2.0 to 4.0
milligrams of acepromazine maleate per
100 pounds of body weight.

(3) Do not use in horses intended for
-food.

(4) 'Federal law restricts this drug to
use, by or on the order of a licensed
veterinarian.
§ 522.44 Sterile sodium acetazolamide.

(a) Specifications.-Sterfle sodium ac-
etazolamide contains acetazolamide so-
dium complying with UTitted States
Pharmacopeia as a sterile powder with
directions for reconstituting*the product
with sterile distilled water to furnish a
product having a concentration of 100
milligrams acetazolamid6 activity per
milliliter.

(b) Sponsor. See No. 010042 in § 510.-
600(c) of this chapter.

(c) Conditions of -use.-() It is used
as an did in the treatment of dogs .with

- mild congestive heart failure and- for
rapid reduction of intraocular pressure.

(2) It is administered intramuscularly
or.intraperitoneally to dogs at a level of
5 to 15 milligrams per pound, of body
weight daily preferably administered in
two or more divided doses.

(3) For use only by or on the order of
a licensed veterinarian.
§ 522.62 Aminopentamide h y d r o g e n

sulfate injection.
(a) Chemical name. 4-(Dimethylami-

no) -2,2-diphenylvaeramide hydrogen
sulfate.-

(b) Specifications. It is sterile and
,each milliliter of aqueous solution con-,
tains 0.5 milligram of the drug.

(c) Sponsor. See No. 000015 in § 510.-
600(c) of this chapter.

d) Conditions of use. (1) It Is In-
tended for use in dogs and cats only for
the treatment of vomiting and/or diar-
rhea, nausea, -acute abdominal visceral
spasmpylorospasm, or hypertrophic gas-
tritis.

No=: Not for use In animals with glau-
coma because of the occurrence of inydriasts.

(2) Dosage is administered b, sub-
cutaneous or intramuscular injection
every 8 to 12 hours, as follows:

Dosage in
Weight of animal In pounds: milligrams

•up to 10 .......... . - 0.1
11 to20 -. . _- -- - 0.2
21 to 50 ------------------.. . --- 0.3
51 to 100 ... ........ ------------ 0.4
Over 100..... ----------. --- _ 0.5

Dosage may be gradually Increased up
to a maximum of five times the suggested
dosage. Following parenteral use dosage
may be continued by oral administration
bf tablets.

(3) For use only by or on the order of
a licensed veterinarian.
§ 522.82 Aminopropazine f u me r a t e

sterile solution injection. .

(a) Specijcations. Each milliliter of
aminopropazine fumrate sterile aqueous
solution, veterinary, contains aminopro-
pazine fumarate equivalent to 25 mIll-
grams of aminopropazine base.

(b) Sponsor. See No. 117220 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
used for reducing excessive smooth mus-
cle contractions, such as occur in ureth-
ral spasms associated with urolithlasls in
cats and dogs and in colic spasms in
horses.

(2) It is administered intramnscularly
or intravenously to dogs and cats at
a level of 1 to 2 milligrams per pound of
body weight. It is administered intra-
muscularly or intravenously to horses at
a level of 0.25 milligrams per pound of
body weight. Dosage can be repeated
every 12 hours, as Indicated.

(3) Not for use In animals Intended
for food purposes.

(4) For use only by or on the order of a
licensed veterinarian.
§ 522.144 Arsenamide sodium aqueous

injection.
(a) Chemical name. (E p-Carbamoyl-

phenyl)arsyleneldithlo diacetic acid,
sodium -salt.

(b) Speciftcations. The drug Is a sterile
aqueous solution and each milliliter con-
taIns 10.0 milligrams of arsenamide
sodium.

(c) Sponsor. See Nos. 020112, 043731,
and 000859 in § 510.600(c) of this
chapter.

Cd) Conditions of use. (1) For the
treatment and prevention of canine
heartworm disease caused by Dirofliaria
immitis.

(2) It Is administered Intravenously
at 0.1 milliliter per pound of body weight
(10 milliliter for every 10 pounds) twice
a day for 2 days. For dogs in poor condi-
tion, particularly those with evidence of
reduced liver function, a more conserva-
tive dosage schedule of 0.1 milliliter per
pound of body weight daily for 15 days

Js recommended.
(3) Restricted to use only by or on the

order of a licensed veterinarian.
§522.161 Betarnethasone acetate and

betamethasone disodium phosphate
aqueous suspension.

(a) Chemical names. Betamethasone
acetate: 9-a-Fluoro-16-p-methylprednl-
solone-21-acetate (C-,HF O). Beta-
methasone disodum phosphate: 9-a-
Fluoro- 16 - p - methylprednsolone - 21 -
disodlum phosphate (Ct=HjX Na-OP).

(b) Speciftcations. The drug is a ster-
ile aqueous suspension and each cubic
centimeter contains: 12 milligrams of
betamethasone acetate (equivalent to
10.8 milligrams of betamethasone), 3.9
milligrams of betamethasone dLsodium

phosphate (equivalent to 3,miligrams of
betamethasone), 2 milligrams of dibasfe
sodium phopsphate, 5 milligrams of
sodium chloride, 0.1 milligram of diso-
dium EDTA, 0.5 milligram of polysorbate
80, 9 milligrams of benzyl alcohol, 5
milligrams of sodium carboxymethyl-
cellulose, 1.8 milligrams of methylpara-
ben. 0.2 milligram of propylparaben,
hydrochloric acid and/or sodium hy-
droxide to adjust pH, and water for
injection q.s.

Cc) Sponsor. See No. 000085 in § 510.-
600(c) of this chapter.

(d) Conditions of use. It is used or
intended for use by Intra-articular injec-
tion of horses for the treatment of vdri-
ous inflammatory Joint conditions; for
example, acute and traumatic lamenes
Involving the carpel and fetlock Joints.
Administer from 2.5 to 5 cubic centi-
meters per dose. Dose may be repeated
when necessary depending upon the
duration of relief obtained. Not for use
in homes Intended for food. For use only
by or on the order of a licensed veterPr
narian.

§ 522.163 IBetamethasone dipropionate
and betamethasone sodium phosphate
aqueous suspension.

(a) Specifications. Betamethasone di-
proplonate and betamethasone sodium
phosphate aqueous suspension is a sterile
aqueous suspension. Each milliliter of the
suspension contains the equivalent of 5 -
milligrams of betamethasone as beta-
methasone dproplonate and 2 milligrams
of betamethasone as betamethasone so-
dium phosphate:

(b) Sponsor. See No. 000085 in § 510.-
600(c) of this chapter.

c) Conditions of use. (1) It is used in
dogs as an aid in the control of pruritus
associated with dermatoes.

(2) It is administered by intramuscu-
lar injection at a dosage of 0.25 to 0.5
millliter per 20 pounds of body weight,
depending on the severity of the condi-
tion. Frequency of dosage depends on re-
currence of pruritic symptoms. In clini-
cal studies one dosage of the drug
brought relief for 1 to 6 weeks; the aver-
age period of relief was 3 weeks, and in
many cases only one injection was re-
quired. Therefore, dosage may be re-
peated every 3 weeks or when symptoms
recur. Total dosage should not exceed
four injections.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.204 Boldenone undecylenate in-

jection.
(a) Specifications. Each milliliter con-

tains 25 or 50 milligrams of boldenone
undecylenate in a sesame oil base.

(b) Sponsor. See No. 000003 In § 516.-
600Cc) of this chapter.

(c) Conditions of use. (1) It is in-
tended for use as an aid in treating de-
bilitated horses following disease or
overwork and overexertion when an im-
provement In weight, hati coat, or gen-
eral physical condition is desired. The
drug Is given only, as adjunctive therapy
to other specific and supportive therapy
for dlsedse3s surgical cases, and tmu-
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matic injuries. Optimal results can be
expected only when good management
and feeding practices are followed.

(2) It is administered intramuscularly
at a dosage level of 0.5, milligram per
pound of body weight. Treatment may
be repeated at 3-week intervals.

(3) For use in horses only. Do not
administer to horses intended for use as
food. The effectiveness of the drug in
stallions and pregnant mares has not
been established, nor has the drug been
shown not to be,teratogenic-in pregnant
mares; therefore, this drug should not
be used in stallions and pregnant mares.

(4) Federal law restricts this drug to-
use by or on the order of a licensed
veterinarian.
§ 522.281 Calcium disodium cdetate in-

jection.
(a) Specifications. Calcium disodium

edetate injection .contains 6.6-percent
calcium disodium edetate in purified
water.

(b) Sponsor. See No. 000859 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is used as
an aid in the treatment of acute lead
poisoning in horses.

(2) It is administered by slow intra-
venous injection at the rate of 1 milli-
liter per 2 pounds of body weight daily.
It is best administered in divided doses 2
to 3 times daily and continued for 3 to
5 days. If additional treatment is indi-
cated, a 2-day rest period is recom-
mended which may be followed by an-
other 3- to 5-day period of therapy.

(3) Do not use in horses intended for
food purposes.

1 (4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

-§ 522.340 Cephaloridine injection.'
(a) Specifications. Cephaloridine in-

Jection is sterile; each cubic centimeter
-contains 100 milligrams of cephaloridine
activity.

(b) Sponsor. See No. 000986 in § 510.-
600 (c) of this chapter.

(c) Conditions of use. (1) It is used in
dogs for the treatment of bacterial infec-
tions of the respiratory, enteric, and
urinary tracts and soft tissue due to
cephaloridine-sensitive organisms and in
cats- for the treatment of bacterial infec-
tions of the respiratory and enteric tracts,
urinar bladder and soft tissue due to
cephaloridine-sensitive organisms.

(2) It is administered by intramus-
cular or subcutaneous injection at a
dosage level of 5 milligrams per pound of
body weight. It Is administered twice a
day. Treatment should not exceed 7 days
without reassessment of diagnosis.

(3) For use only by or on the order of
a licensed veterinarian.
§ 522.380 Chloral hydrate, pentobarbi-

tal, and magnesium sulfate sterile
aqueous solution.

(a) (1) Specifications. Chloralhydrate,
pentobarbital, and magnesium sulfate
injection contains 42.51 mg of chloral
hydrate, 9.72 mg of pentobarbital, and
21.25 mg of magnesium sulfate in each
milliliter of sterile aqueous solution con-
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taining water, 44.34 percent propylene
glycol, and 11.5 percent alcohol.

(2) Sponsor. See No. 017220 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (I) It is used
for general anesthesia, and as a sedative-
relaxant in cattle and horses.

(ii) For intravenous use only. The
drug is administered at a dosage level
of 20 to 50 ml/100 lb of body weight for
general anesthesia. It is administered
intravenously via gravity flow until the
desired effect is produced as indicated by
rate and depth of respirations, muscle
tone, and corneal reflex. Due to the
weight of the rumen contents, cattle
usually require a lower dosage on the
basis of body weight. When used as a
sedative-relaxant, it is administered at
a level of one-fourth to one-half of the
anesthetic dosage level.

(iii) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(b) (1) Specifications. Chloralhydrate,
pentobarbital, and magnesium sulfate
sterile aqueous solution contains 42.5
milligrams of chloral hydrate, 8.86 milli-
grams of pentobarbital, and 21.2 milli-
grams of magnesium sulfate in each mil-
liliter of sterile aqueous solution
containing water, 33.8 percent propylene
glycol, and 14.25 percent ethyl alcohol.

(2) Sponsor. See No. 000856 in § 510.-
600 (c) of this chapter.

(3) Conditions of. use. (i) It is used for
general anesthesia and as a sedative-
relaxant in cattle and horses.

(ii) For intravenous use only. The
drug is administered at a-dosage level of
20 to 50 milliliters per 100 pounds of
body weight for general anesthesia until
the desired effect is produced. Cattle
usually require a lower dosage on the
basis of body weight. When used as a
sedative-relaxant, it is administered at
a level of one-fourth to one-half of the
anesthetic dosage level.

(ii) Federal-law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.443 Chlorpromazine hydrochlor-

ide injection.

(a) Specifications. ChIorpromazine
hydrochloride injection contains 25
milligrams of chlorpromazine hydro-
chloride in each milliliter.

(b) Sponsor. See No. 011716 in § 510.-
600 (c) of this chapter.

(c) Conditions of use. (1) It is ad-
ministered either intramuscularly or in-
travenously to dogs and cats as a tran-
quilizer,' potentiator, and antiemetic
with a sedating effect.

(2) It is administered to dogs and
cats intravenously at a dosage level of
25 milligrams per 12.5 to 100 pounds
body weight. It is administered intra-
muscularly at a dosage level of 25 milli-
grams per 8 pounds to 50 pounds body.
weight. It is administered one to four
times daily depending upon size of dose
and the needs of the patient.

(3) It is not to be used in conjunction
with organophosphates and/or procaine
hydrochloride since phefothiazines may
potentiate the toxicity of organophos-

phates and the activity of procaino by-
drochlorde.

(4) Federal law restricts this drug to
use by or on the order of a licensed veter-
inarian.
§ 522.480 Repository corticotropin in-

jecion.

-(a) Specifications. The drug conforms
to repository colticotropin injection
U.S.P. It contains 40 or 80 U.S.P. (I.1.)
units per cubic centimeter.

(b) Sponsor. See No. 000845 In § 510.-
600(c) of this chapter.

(c) Special considerations. The drug
should be refrigerated. With prolonged
use supplement daily diet with potassium
chloride at one gram for small animals
and from 5 to 10 grams for large animals.

(d) Conditions of use. (1) It is used
as an intramuscular or subcutaneous in-
jection in cattle and small animals for
stimulation of the adrenal cortex where
there is a general deficiency of ACTH. It
is also a therapeutic agent for primary
bovine ketosis.

(2) It Is administered to cattle Wii-
tially at 200 to 600 units followed by a
dose daily or every other day of 200 to
300 units and to small animals at one
unit per pound of body weight to bo
repeated as indicated.

(3) For use only by or on the order of a
licensed veterinarian.
§522.540 Dcxamthasone solution.

(a) Specifications. The drug is a sterile
aqueous solution. Each milliliter contains
2 mg of dexamethasone.

(b) Sponsor. See Nos. 000085 and
010271 in § 510.600(c) of this chapter.

(c) Conditions of use. (1) The drug
is indicated for the treatment of primary
bovine ketosis and as an anti-inflam-
matory agent in dogs, cats, cattle, and
horses.

(2) The drug Is administered Intrave-
neously or intramuscularly and dosage
may be repeated If necessary, as followq:

(I) Canine-0.25 to 1 mg,
(ii) Feline-0.125 to 0.5 mg.
(lii) Equine-2.5 to 5 mg.
(iv) Bovine-5 to 20 mg depending on

the severity of the condition.
(3) Clinical and experimental data

have demonstrated that corticosterolds
administered orally or parenterally to
animals may Induce the first stage of par-
turition when administered during the
last trimester of pregnancy and may
precipitate premature parturition fol-
lowed by dystocia, fetal death, retained
placenta, and metritis.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.564 Sodium diatrizoato and meg-

lumine diatrizoate injection,

(a) Specifications. Sodium diatrIzoato
and meglumine diatrizoate Injection con-
tains 35-percent sodium diatrizoate and
34.3-percent meglumine diatrizoate in
sterile aqueous solution.

(b) Sponsor. See No. 000003 In § 510.-
600(c) of thischapter.

(c) Conditions of use. (1) It Is Indi-
cated for use in dogs and cats for visual-
ization in excretion urography, including
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renal angiography, uretography cys-
tography, and urethrography, aortog-
raphy, angiocardiography peripheral
arteriography and venography; selective
coronary arteriography; cerebral angi-
ography; lymphography; arthrography;
discography, and- sialography. It is also
useful as an aid in delineating peritoneal
hernias and fistulous tracts.

72) For excretion urography adminis-
ter 0.5 to 1.0 mililiter per pound of body
weight to a maximum of 30 milliliters
intravenously. For cystpgraphy remove
urine, administer 5 to 25 milliliters di-
rectly into the bladder via catheter. For
urethrography administer 1.0 to 5 mil-
liliters via. catheter into the urethra to
provide desired contrast delineation. For
angiocardiography (including aortog-
raphy) rapidly inject 5 to 10 milliliters
directly into the heart via catherer or
intraventricular puncture. For cerebral
angiography rapid injection of 3 to 10
milliliters via carotid artery. For periph-
eral arteriography and/or venography
and selective coronary arteriography
rapidly inject 3 to 10 illiliters intravas-
cularly into the vascular bed to be deline-
ated. For lymphography slowly inject 1.0
to 10 milliliters directly into the lymph
vessel to be delineated. For arthrography
slowly inject 1.0 to 5 milliliters directly
into the joint to be delineated. For dis-
cography slowly inject 0.5 to 1.0 milliliter
directly into the disc to be delineated.
For sialography slowly inject 0.5 to 1.0
milliliter into the duct to be delineated.
For delineation of fistulotis tracts slowly
inject quantity necessary to fill the tract.
For delineation of peritoneal hernias in-
ject 0.5 to 1.0 milliliter per pound of body
weight directly into the peritoneal cavity.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.640 Diethylstilbestrol.

(a). Chemical name. 3,4-bis(p-Hy-
droxyphenyl) -3-hexene.

(b) Sponsor. See No. 011801 in § 510.-
600(c) of this chapter.

(c) Related tolerances. See § 556.190
of this chapter.

(d) Conditions of use. It is used as a
subcutaneous ear implantation for
lambs as follows:

(1) Amount per dose. 3 milligrams.
(2) Indications for use. Increase rate

of gain and improve feed efficiency.
(3) Limitations. Not-for use in breed-

ing animals; implantation should be
made at the start of the feeding period
or approximately 70 days before mar-
keting; implant one 3-milligram pellet
per animal.

-§ 522.723 Diprenorphine hydrochloride
injection.

(a) Chemical name. N-Cyclopropyl-
methyl) -6,7,8,14-tetrahydro - 7 - alpha-
(1-hydroxy-l-methylethyl)-6,14 - endo-
ethanonororipavine hydrochloride.
• (b) Specifications. Each milliliter of

diprenorphine hydrochloride injection,
veterinary, contains 2 mg of diprenor-
phine hydrochloride in sterile aqueous
solution-

(c) Sponsors. See Nos. 010042 and
000693 in § 510.600(c) of this chapter.

(d) Conditions of use. (1) The drug
is used for reversing the effects of
etorphine hydrochloride injection, vet-
erinary, the use of which is provided for
in § 522.883, in wild and exotic animals.

(2) It is administered Intramuscularly
or intravenously at a suitable dosage level
depending upon the species.

(3) Do not use-in animals to be used
for food. Do not use in wild animals that
might be used for food during the hunt-
ing season.

(4) Federal law restricts this drug to
use by or on the order of a licensed vet-
terinarlan. Distribution is restricted to
veterinarians engaged in zoo and exotic
animal practice, wildlife management
programs and researchers.
§ 522.740 Disophenol injection. 4

(a) Chemical name. 2,6-Dllodo-4-ni-
trophenol.

(b) Specifications. The drug is sterile
and contains 4.5 percent disophenol in
polyethylene glycol 400 'and distilled
water.

(c) Sponsor. See No. 010042 In § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) The drug Is
used for the treatment of both dogs In-
fested with hookworms (including Ancy-
Zostoma caninum, A. brazfliense and
Uncinaria stenocephala) and cats in-
fested with the hookworm A. tubaeforme.

(2) The drug is administered subcu-
taneously at a dosage level of 4.5 milli-
grams per pound of body weight. A second
injection may be indicated 14 to 21 days
after the initial treatment.

(3) Do not repeat treatment In less
than 14 days.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.784 Doxylamine succinnte injce-

tion.

(a) Specifications. Each milliliter of
the drug contains 11.36 mg of doxylamine
succinate.

(b) Sponsor. See No. 017220 in §'510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug
is used in conditions in which antihis-
taminic therapy may be expected to
alleviate some signs of disease in horses,
dogs, and cats.

(2) It is administered to horses at a
dosage level of 25 mg per hundred pounds
of body weight. It Is administered to dogs
and cats at a dosage level of 0.5 to 1 mg
per pound of body weight. Doses may be
repeated at 8 to 12 hours, If necessary, to
produce desired effect. Intravenous route
is not recommended for dogs and cats
and should be injected slowly in horses.
Intramuscular and subcutaneous admin-
istration should be by divided Injection
sites.'

(3) Not for use in horses intended for
food.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.800 Droperidol and fentanyl cit-

rate injection.
(a) Speciflcations. Droperldol and fen-

tanyl citrate injection Is a sterile solu-

tion containing 20 milligrams of droperi-
dol and 0.4 milligram of fentanyl citrate
per cubic centimeter.

(b) Sponsor. See No. 000045 in § 510.-
600(o) of this chapter.

(c) Conditions of use. (1) It is-used
in dogs as an analgesic and tranquilizer
and for general anesthesia.

(2) Itis administered as follows:
(1) For analgesia and tranquilization

administer according to response desired,
as follows:

(a) Intramuscularly at the rate of 1
cubic centimeter per 15 to 20 pounds of
body weight In conjunction with atropine
sulfate administered at the rate of 0.02
milligram per pound of body weight, or

(b) Intravenously at the rate of 1
cubic centimeter per 25 to 60 pounds of
body weight in conjunction with atropine
sulfate administered at the rate of 0.02
milligram per pound of body weight.

UI) For general anesthesia administer
according to response desired, asfolows:

(a) Intramuscularly at the rate of 1
cubic centimeter per 40 pounds of body
weight In conjunction with atropine sul-
fate administered at the rate of 0.02 mil-
ligram per pound of body weight and fol-
lowed in 10 minutes by an intravenous
administration of sodium pentobarbital
at the rate of 3 milligrams per pound of
body weight, or

(b) Intravenously at the rate of I
cubic centimeter per 25 to 60 pounds of
body weight in conjunction with atropine
sulfate administered at the rate of 0.02
milligram per pound of body weight and
followed within 15 seconds by an intra-
venous administration of sodium pento-
barbital at the rate of 3 mlligrams per
pound of body weight.

(3) For use only by-or on the order of
a licensed veterinarian.
§ 522.842 Estradiol benzoate and testos-

crone propionate in combination.

(a) Chemical names. (1) Estradiol
benzoate: 1,3,5(10) -Estiatriene-3,17
beta-diol 3-benzoate.

(2) Testosterone propionate: l7beta-
"Hydroxyandrost-4-en-3-one propionate.

(b) Sponsor. See No. 000022 in § 510.-
600(c of this chapter.

(c) Related tolerances. See § 556.240
and 556.710 of this chapter.

(d) Conditions of use. It is used for in-
plantation In heifers as follows:

(1) Amount. 20 milligrams of estradiol
benzoate and 200 milligrams of testoster-
one proplonate per dose.

(2) Indications for use. Growthpromo-
tion and feed efficiency.

(3) Limitations. For heifers weighing
between 400 and 800 pounds; for sub-
cutaneous ear implantation, one dose per
animal; not to be used within 60 days of
slaughter; not for dairy heifers.
§ 522.844 Estradiol monopalmtate.

(a) Chemical name. 1,3,5(10)-Estra-
triene-3.17beta-diol 17-palmitate.

(b) Sponsor. See No. 027863 in § 510.-
600(c) of this chapter.

(c) Related tolerances. See § 556250
of this chapter.

(d) Conditions of use. Itis used for in-
Jection into roasting chickens as follows:

(1) Amount. 10 milligrams per dose.
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(2) Indications for use. Produce more
uniform fat distribution; improve finish.

(3) Limitations. One dose per bird by
injection under skin at base of skull at
not less than 5 weeks of age; not to be
used,within 6 weeks of slaughter.
§ 522.863 Ethylisobutrazine hydroclio-

ride injection.
(a) Specifications. The drug is a ster-

ile aqueous solution. Each milliliter con-,
tains 50 milligrams of ethylisobutrazine
hydrochloride.

(b) Sponsor. See No. 017220 in § 510.-
600(c)' of this chapter.

(c) Conditions of use. (1) It is used
In dogs as a tranquilizer.

(2) It is administered intramuscularly
at a dosage level of 2 to 5 milligrams.
of ethylisobutrazine hydrochloride per
pound of body weight for profound tran-
quilization. It is administered intrave-
nously at a dosage level of' 1 to 2 milli-
grams of ethylisobutrazine hydrochloride
per pound of body weight to effect.

(3) It is not to be used in conjunction
with organophosphates and/or procaine
hydrochloridb because phenothiazines
may potentiate the toxicity of organo-
phosphates and the activity of procaine
hydrochloride.

(4) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.
§ 522.883 Etorphine hydrochloride in-

jection.
(a) Chemical name. 6,7,8,14-tetrahy-

dro -alpha - methyl- alpha-propyl -6,14-
endo - ethenooripavine - alpha-methanol
hydrochloride.

(b) Specifications. Each milliliter of
etorphine hydrochloride injection, veteri-
nary, contains 1 mg-of etorphine hydro-
chloride in sterile aqueous solution.

(c) Sponsors. See Nos. 010042 and
000693 in § 510.600(c) of this chapter.

(d) Conditions of use. (1) The drug
is used for the immobilization of wild and
exotic animals.

(2) It is administered intramuscularly
by hand syringe or syringe dart at a suit- -
able dosage level depending upon the
species.

(3) Do not use the drug unless dipre-
norphine hydrochloride injection, vet-
erinary, as provided for in § 522.723, is
available for use in reversing the effects
of etorphine hydrochloride injection,
veterinary.

(4) Do not use in animals to be used
for food. Do not use in wild and exotic
animals that might be used for food dur-
ing the hunting season.

(5) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarlan. Distribution is restricted to
veterinarians engaged in zoo and exotic
animal practice, wildlife management
programs, and researchers.

§ 522.940 Colloidal ferric oxide injec-
tion.

(a) Specifications. Each milliliter of
the drug contains colloidal ferric oxide
equivalent to 100 milligrams of iron sta-
bilized with a low-viscosity dextrin and
contains 0.5 percent phenol as a pre-
servative.
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(b) Sponsor. See Nos. 010042, 011519, (d) Conditions of use. (1) It Is recom-
and 012481 In § 510.600(c) of this chap- mended in certain acute and chronic
ter. canine dermatoses of varying etiology to

(c) Conditions of use. It is used in baby help control the pruritus, Irritation,
pigs as follows: and Inflammation associated with these

(1) For the prevention of anemia due conditions.
to iron deficiency, administer an initial (2) The drug is administered ntra-
intramuscular injection of 1 milliliter of muscularly, at the following recom-
the drug to each animal at any time be- mended daily dosage:
tween 2 to 5 days of age. Dosage may be Weight o1 animal Dosago in
repeated at 2 weeks of age. fit pounds millgrams

(2) For the treatment of anemia due up to 10------------------1.0
to iron deficiency, administer an intra- 10 to 25 ------------------ 2.0
muscular injection of from 1 to 2 mllli- 25 and over -------------- 4.0
liters of the drug to each animal at any
time between 5 to 28 days of age. Dosage should be adjusted according to

the weight of the animal, the severity of§ 522.960 Flumethasone suspension, the symptoms, and the respomne noted.
(a) Chemical name. 6a,9a-Dlfluoro- Dosage by injection should not exceed 3

li,17,21trihydroxy-16a-.methylpregna- days of therapy. With chronic conditions
1,4-dlene-3,20-dione. intramuscular therapy may be followed

(b) Specifications. Flumethasone sus- by oral administration of flumethasono
pension is sterile and each milliliter of tablets at a daily dose of from 0.0625 tO
the drug contains: 2 milligrams of 'flu- 0.25 milligram per anima.
methasone, 20 milligrams of propylene (3) For use only by or on the order of
glycol, 9 milligrams of benzyl alcohol (as a licensed veterinarian.
preservative), 8 milligrams of sodium § 52'2.1020 Gelatin solution.
chloride, 0.02 milligram of polysorbate-
80, 0.1 milligram of citric acid, and (a) Specifcaetions. It i sterile and each
water for injection q.s. 100 cubic centimeters cntains 8 grams

of gelatin In an 0.85 percent sodium(c) Sponsor. See No. 000033 in § 510.- chloride solution.
600(c) of this chapter. (b) Sponsor. See No. 000856 in § 510.-

(d) Conditions of use. (1) It is recom- 600(c) of this chapter.
mended in the various disease states in- (c) Conditions of use. (1) It is used to
volving synovial structures (Joints) of restore circulatory volume and maintain
horses where excessive synovial fluid of blood pressure in animals being treated
inflammatory origin is present and where for shock.
permanent structural changes do not (2) The exact dosage to be admin-
exist. Such conditions include arthritis, istered must be determined after evalu-
car itis, and osselets. ating the animal's condition and will

(2) The drug Is administered intra- vary according to the size of the animal
articularly at a dosage level of 6 to 10 and the degree of shock. A suggested
milligrams per Injection. The dosage level dosage-range for small animals such as
is dependent upon the size of the involved dogs is 4 to 8 cubic centimeters per pound
synovial structure and the degree of body weight. The suggested dosage range
severity of the condition under treat- for large animals such as sheep, calves,
ment. The dosage is limited to a single in- cows, or horses is 2 to 4 cubic centimeters
jection per week in any one synovial per pound of body weight. It-is adminis-
structure., tered intravenously at a rate of 10 cubic

(3) Clinical and experimental data centimeters per minute in small animals
have demonstrated that corticosteroids and 20 to 30 cubic centimeters per min-
administered orally and parenterally to ute in large animals. The solution is ad-
animals during the last trimester of preg- ministered aseptically and must be be-
nancy may induce the first stage of par- tween 50" to 700 F. when injected,
turition and may precipitate premature (3) A few animals will exhibit signs
parturition followed by dystocia, fetal of allergic reaction. This solution can
death, retaindd placenta, and metritis. cause transient reversible nephrosls. This
The drug is not to be used in horses in- product is not intended to replace whole
tended for slaughter for food purposes. blood in cases of anemia and should not

(4) For use only by or on the order of be used in the presence of renal dysfuno-
a licensed veterinarian. tion. Unused portions remaining in bot-

tles should be discarded.
§ 522.961 Flumethasone acetate injec- (4) For use only by or on the order of

tion. a licensed veterinarian.

(a) Chemical name. 6-alpha,9-alpha-
difluoro - 16 - alpha-methylprednisolone
21-acetate. \

(b) Specifications. Flumethasone in-
jection is sterile and contains per cubic
centimeter: 2 milligrams of flumethasone
acetate; 20 milligrams of propylene gly-
col; 9 milligrams of benzyl alcohol (as
preservative); 8 milligrams of sodium
chloride; 1 milligram of polysorbate 80;
0.1 milligram of citric acid; water for
injection q.s.

(c) Sponsor. See No. 000033 in § 510.-
600(c) of this chapter.

§522.1044 Gentamicin sulfate Injec-
tion.

(a) Specifcations. Conforms to the
standards of identity, strength, quality,
and purity prescribed by § 444.220 of this
chapter, except that each milliliter of
the drug contains gentamicin sulfate
equivalent to 50 milligrams of gentamicin
base if intended for use In dogs and cats
or gentamicin sulfate equivalent to 5 mil-
ligrams of gentamiin base if intended
for use in turkeys.

(b) Sponsor. (I) See No. 000085 in
§ 510.600(c) of this chapter for condi-
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tions of use provided for'in paragaph
(c) of this section-

(2) See No. 000138 in § 510.600(c) of
this chapter for conditions of use pro:
vided for in paragraph (d) of this section.

_(c) Conditions of use in dogs and cats.
(1) It is used or intended for use:

(i) In dogs for the treatment of uri-
nary tract infections (cystitis, nephritis),
and respiratory tract infections (tonsil-
litis, pneumonia, tracheobronchitis).
.(i) -In cats for the treatment of uri-

nary tract infections (cystitis, nephritis),
,and respiratory tract infections (pneu-

monitis, pneumonia, upper respiratory
infections).

(2) It is administered intramuscularly
or subcutaneously at -a rate of 2 milli-
grams per-pound of body weight, twice
on the irst day of treatment and once
daily thereafter. If response is not noted
after 7 days, the antibiotic sensItivity of
the infecting organism should be retested.

(d) Conditions of use in turkeys. (1)
It is used in 1- to 3-day-old turkey poults
as an aid in the prevention of early mor-
tality due to Arizona paracolon infec-
tions susceptible -to gentamicin sulfate.

(2) It is administered subcutaneously
in the neck of 1- to 3-day-old turkey
poults at a rate of 1 milligram per poult.

(3) For use in 1- to 3-day-old turkey
poults only. Injected poults must not be
slaughtered for food for at least 9 weeks
following treatment.
§ 522.1060 Glyceryl guaiacolate sterile

powder.
(a) Specifications. Complies with NF.XIII.
(b) Sponsor. See No. 037990 in § 510.-

600(c) of this chapter.I (c) Conditions of use. (1) It is indi-
cated for intrayenous use as a muscle
relaxant in-horses.

(2) A 5 percent solution is prepared
by dissolving 50 grams of the drug in
sterile water for injection to make 1 liter
of sblution. It is administered by rapid
intravenous infusion at a fixed dosage
of 1 milliliter of prepared solution per
pound of body weight.

(3) Not to be used in horses intended
for food.

(4) Federal law:estricts this drug to
use by or on the order of a licensed vet-
erinarian.
§ 5221081 Chlorionic gonadotropin for.

injection; chorionic gonadotropin
suspension.

(a) (11,Spefications. Chorionic go-
nadotropin for injection, when recon-
stituted with aipropriate diluent, pro-
-vides 1,000 U.S.P. units of chorionic
gonadotropin per milliliter.

(2) Sponsor. See No. 000003 ii § 510.-
600(c) of this chapter.

(3) Conditions of use. (i) The drug is
intended for parenteral use in the treat-
ment of cows for nymphomania (fre-
quent of constant heat) due to cystic
ovaries.

(ii) It is administered at a recom-
mended dose of 10,000 U.S.P. units by
deep intramuscular injection or 2,500 to
5,000 U.S.P. units intravenously or by in-
traf01licular injection of 500 to 2,500

U.S.P. units, Dosage may be repeated in
14 days if necessary.

(il) Federal law restrIcts this drug to
use by or on the order of a licensed
veterinarian.

(b) (1) Specifications. Chorionic gonad-
otropn suspension, veterinary contains
in each milliliter, 750 LU. of chorlonlc
gdnadotropin suspended In white wax
and sesame oil.

(2) Sponsor. See No. 000986 In § 510.-
600(c) of this chapter.

(3 Conditions of use. (I) The drug Is
used as an-aid in increasing pregnancy
rate of estrus synchronized and normal
cycling heifers.

ii) It is administered at the rate of-
2 milliliters (1,500 Y-U.) subcutaneously
at the time of insemination In the neck
or shoulder region.

(iII) The drug is not to be used to In-
duce multiple ovulations. Doses higher
than recommended may reduce preg-
nancy rate.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.1143 "Ilexyladne hydrochloride

injection.
(a) -Specifications. Hexylcalne hydro-

chloride injection contains 1 percent or
5 percent hexylcalne hydrochloride in a
sterile aqueous solution.

(b) Sponsor. See No. 000006 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
used as a long-lasting anesthetic for
epidural anesthesia of mature cattle.-of
horses, and of dogs; for infiltration
anethesia (field blocking) of cattle, of
horses, and of dogs; and for nerve block
anesthesia of cattle and of horses.

(2) The drug is administered by In-
jection. For epidural anesthesia, it is ad-
ministered to mature cattle at a dosage
level of 0.2 to 0.6 milligram per pound
of body weight to effect, to horses at a
dosage level of 0.2 to 0A milligram per
pound of body weight to effect, and to
dogs at a dosage level of 0.5 to 1 milligram
per pound of body weight to effect. For
infiltration anesthesia (field blocking)
and for nerve block anesthesia, either the
1 percent solution or a 2 percent solution
prepared from the 5 eprcent solution is
administered to effect.

(3) Federal' law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.1182 .Iron dextran complex injec-

tion.
(a) Specifications. Iron dextran com-

plex Injection contains ferric hydroxide
dextran complex with 0.5 percent phenol
as a preservative. It is sterile and each
cubic centimeter contains 100 milligrams
of elemental iron.

(b) Sponsor. (1) See No. 010271 in
§510.600(c) of this chapter for the
sponsor of the usages provided by para-
graph (c) (1) and (2) of this section.

(2) See No. 000856 in § 510.600(c) of
this chapter for the sponsor of usages
provided by paragraph (.) (3) and (4)
of this section.

(c) Conditions of use. It Is used In
baby pigs as follows:

(1) For the prevention of anemia due
to iron deficiency, administer an initial
Intramuscular injection of 75 to 150 milli-
grams of elemental Iron to each animal
at 2 to 4 days of age. Dosage may be re-
peated in 14 to 21 days.

(2) For the treatment of anemia due
to Iron deficiency, administer an intra-
muscular injection of 100 to 200 milli-
grams of elemental Iron.

(3) For the prevention of anemia due
to Iron deficiency, administer an initial
Intramuscular injection of 100 iilli-
grams of elemental"Iron to each animal
at 2 to 4 days of age. Dosage may be
repeated in 14 to 21 days.

(4) For the treatment of anemia due
to iron deficiency, administer an intra-
muscular injection of 200 milligrams of
elemental Iron.
§ 522.1183 Iron hydrogenated dextran

injection.

(a) (1) Speciftcations. Iron hydro-
genated dextran injection contains in
each milliliter 100 milligrams of elemen-
tal iron stabilized with a low molecular
weight hydrogenated dextran with 0.5
percent phenol as a preservative.

*2) Sponsor. See No. 000986 in § 510.-
600(c) of this chapter.

(3) Conditions of use. It is used in
baby pigs as follows:

(1) For the prevention of anemia due
to iron deficiency, administer an initial
intramuscular Injection of 100 milligrams
of elemental iron to each animal at 2
to 5 ddys of age. Dosage may be repeated
at 2 weeks of age.

(i) For the treatment of anemia due
to iron deficiency, administer an intra-
muscular injection of 100 milligrams of
elemental iron to each animal when in-
dicated between 5 and 28 days- of age.

(b) (1) Specifications. Iron hydro-
genated dextran injection contains in
each milliliter 100 milligrams of ele-
mental iron stabilized with a Iow molec-
ular weight hydrogenated dextran with
0.5 percent phenol as a preservative-

(2) Sponsor. See No. 000003 in § 510.-
600(c) of this chapter.

(3) Conditions of use. It is used in
baby pigs as follows:'

(I) For the prevention of anemia due
to iron deficiency, administer by intra-
muscular dr subcutaneous injection of
100 milligrams of elemental iron to each
animal at 2 to 4 days of age.

(i) For the treatment of anemia due
to iron deficiency, administ6r by intra-
muscular or subcutaneous injection of
100 milligrams of elemental Iron in baby
pigs up to 4 weeks of age.

§522.1204. Kanamycin sulfate injec-
tion.

(a) Specifications. Manamycn sulfate
injection veterinary conforms to the
standards of Identify, strength, quality,
and purity prescribed by § 414.230(a) of
this chapter, except that each milliliter
contains either 50 or 200 milligrams of
kaviamycim

(b) Sponsor. See No. 000015 in § 510.-
600c) of this chapter.

(c) Conditions of use. (1) It is used in
the treatment of bacterial infections due
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to kanamycin sensitive organisms in
dogs and cats.

(2) It is administered subcutaneously'
or intramuscularly at 5 milligrams p r
pound of body weight per day in equally
divided doses at 12-hour intervas.

(3) Its label -shall bear an appropri-
ate expiration date.

(4) Restricted to use by or on the
order of a licensed veterinarian.
§ 522.1222 Ketaminc hydrochlorlhe in-

jection.
(a) Chemical Aame. 2-(o-Chloro-

phenyl) - 2 - (methylamino) cyclohexa-
none hydrochloride.

(b) Specifications. The drug is a ster-
ile aqueous soluti6n and each milliliter
contains: Ketamlne hydrochloride equiv--
alent to 100 milligrams ketamine base
activity and 1:10,000 benzethonium.
chloride.

(c) Sponsors. (1) See No. 000015 in
§ 510.600(c) of this chapter.

(2) See No. 000071 in § 510.600(c) of
this chapter.

(d) Special considerations. Store in a
cool place. Protect from light. Do not
use if precipitate appears.

(e) Conditions of use. (1) In cats: (I)
It is used for restraint or as the sole
anesthetic agent in diagnostic or minor,
brief surgical procedures that do not re-
quire skeletal muscle relaxation.

(II) It is administered intramuscularly
at a recommended dose that ranges from
5 to 15 milligrams per pound of body
weight depending on the effect desired.

(2) In subhuman primates: (i) It is
used for restraint.

(ii) It is administered intramuscularly
at a recommended dose that ranges from
3 to 15 milligrams per kilogram of body
weight depending upon the species, gen-
eral condition, and age of the subject.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

§ 522.1244 Levamisole phosphate injec-
tion.

(a) Specifications. Each milliliter of
levamisole phosphate injection veteri-
nary contains levamisole phosphate
equivalent to 182 milligrams of levami-
sole hydrochloride in sterile aqueous
solution.

(b) Sponsor. See No. 010042 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
administered by subcutaneous injection
to cattle as an anthelmintic against the
following nematode infections: stomach
worms (Haemonchus; Trichostrongvlus,
Ostertagia), intestinal worms (Trichos-
trongylus, Cooperia, Nematodirus, Buno-
stomum, Oesophagostomum) and lung-
worms (Dictyocaulus).

(2) It is administered subcutaneously
In the mid-neck region at the rate of 2
milliliters per 100 pounds of body weight.
Cattle maintained under conditions of
constant helminth exposure may require
retreatment within 2 to 4 weeks after
the first treatment.

(3) Consult veterinarian before using
In severely debilitated animals.

(4) Do not administer to cattle within
7 days of slaughter for food. Do not
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administer to dairy animals of breeding
age.
§ 522.1260 Lincomycin injection.

(a) Specifications. Meets the specifica-
tions in § 453.230(a) (1) of this chapter,
except that each immediate container
may contain 20 or 50 milliliters of solu-
tion containing 100 milligrams of linco-
mycin per milliliter or that each immedi-
ate container may contain 50 milliliters
of solution containing 50 milligrams of
lincomycin per milliliter.

(bY Sponsor. See No. 000009 in § 510.-
600(c) of this chapter.

(c) Special considerations. When
common labeling for use of the drug in
dogs, cats, and swine is included with
the drug, all such uses are subject to the
labeling requirements of § 201.105 of this
chapter.

(d) Related tolerances. See § 556.360
of this chapter.

(e) Conditions of use. It is used for
animals as follows:

(1) Dogs and cats-(i) Amount. 5 to
10 milligrams per pound of body weight
per day.

(ii) Indications for use. Infections
caused by Gram-positive organisms, par-
ticularly streptococci and staphylococci.

(iiI) Limitations. Administer intra-
muscularly 10 milligrams per pound of
body weight once a day or 5 milligrams
per pound of body weight twice daily
or intravenously 5 to 10 milligrams per
pound of body weight one or two times
daily by slow injection. May be diluted
with 5 percent glucose in water or nor-
mal saline and given as an infusion; as
lincomycin hydrochloride monohydrate;
for use by or on the order of a licensed
veterinarian.

(2) Swine-(i) Amount. 5 milligrams
per pound of body weight per day.

(i) Indications for use. Treatment of
infections drthritis and mycoplasma
pneumonia.

(iii) Limitations. Administer intra-
muscularly as a single daily dose for 3 to
7 days; as lincomycin hydrochloride
monohydrate: do not treat within 48
hours of slaughter.
§ 522.1362 Meglnine diatrizoate and

sodium diatrizoate injection.
(a) Specifications, Meglumine dia-

trizoate and sodium diatrizoate injection
contains 66 percent meglumine diatrizo-
ate and 10 percent sodium diatrizoate in
sterile aqueous solution.

b) Sponsor. See'No. 000003 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is indi-
cated for use in dogs and cats for
visualization in excretion urograph , in-
cluding renal angiography, uretography,
cystography and urethrography; aortog-
raphy; angiocardiography; peripheral
arteriography and venography; selective
coronary arteriography; cerebral angi-
ography; lymphography; arthrography;
discography; and sialography. It is also
useful as an aid in delineating peritoneal
hernias and fistulous tracts.

(2) For excretion urography admin-
ister 0.5 to 1.0 milliliter per pound of
body weight to a maximum of 30 milli-
liters intravenously. For cystography re-

move urine, administer 5 to 25 milliliters
directly into the bladder via catheter.
For urethrography administer 1.0 to 5
milliliters via catheter into the urethra
to provide desired cont~rast delineation.
For angiocardlography (including aor-
tography) rapidly Inject 5 to 10 milli-
liters directly into the heart via catheter
or intraventricular puncture. For cere-
bral angiopraphy rapid Injection of 3 to
10 milliliters via carotid artery. For
peripheral arteriograpl, and/or venog-
raphy and selective coronary arterlog-
raphy rapidly Inject 3 to 10 milliliters
intravascularly Into the vascular bed to
be delineated. For lymphography slowly
inject 1.0 to 10 milliliters directly Into
the lymph vessel to be delineated. For
arthrography slowly inject 1.0 to 5 milli-
liters directly into the joint to be deline-
ated. For discography zlowly Inject 0.5
to 1.0 milliliter directly into the disc to
be delineated. For sialography slowly in-
Ject 0.5 to 1.0 milliliter into the duct to
be delineated. For delineation of flstu-
lousr tracts slowly inject qualitity neces-
sary to fill the tract. For delineation of
peritoneal hernias Inject 0.5 to 1.0 milli-
liter per pound of body weight directly
Into the peritoneal cavity.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.1380 Meirocarbnimol injection.

(a) Chemical name. 3-(O-Methyoxy-
phenoxy) -1,2-propanediol 1-carbamate.

(b) Specifications. Methocarbamol in-
Jection contains per milliliter: 100 milli-
grams of methocarbamol, 0.1 percent of
sodium bisulfite U.S.P., 50 percent of
polyethylene glycol 300, and water for
injection q.s. Its pH Is 5.2-5.6. It Is sterlo
and pyrogen-free.

(W) Sponsor. See No. 000031 in § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) The drug is
administered to dogs, cats, and horses as
an adjunct to therapy for acute Inflam-
matory and traumatic conditions of the
skeletal muscles and to reduce muscular
spasms and In horses to effect striated
muscle relaxation.

(2) The drug Is administered Intra-
venously. For relief of moderate condi-
tions In dogs and cats, a close of 20 nilli-
grams per pound of body weight may be
adequate. An initial dose In dogs and cats
of 25 to 100 milligrams per pound of body
weight Is suggested for controlling the
severe effects of strychnine poisoning
and tetanus. Additional amounts may be
needed In dogs and cats for relieving re-
sidual effects and for preventing the re-
currence of symptoms. A total cumulative
dose in dogs and cats of 150 milligrams
per pound of body welght should not be
exceeded. For relief of moderate condi-
tions, in horses, a dose of.2 to 10 milli-
grams per pound of body weight to effect
is recommended; and for severe condi-
tions (tetanus), a dose of 10 to 25 milli-
grams per pound of body weight to effect
is recommended.

(3) Not to be used in horses Intended
for food.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
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§ 522.1404 Sodium methlohexital for in-
"jection.

(a) Specifications. Sodiuminethohexi-
tal for injection is a sterile dry powder
containing a mixture of sodium metho-
hexital and anhydrous sodium carbon-
ate. It is packaged in sterile vials with
directions for adding the necessary
amount of either sterile water for injec-
tion or sterile normal saline solution to

t produce a 2.5 percent solution of sodium
methohexital. Five percent solutions may
be prepar3d if desired by halving the
amount of diluent.

(b) Sponsor. See No. 000986 § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug
is used in dogs and cats as a general
anesthetic.

(2) It-is injected intravenously in the
average animal at 1 milliliter of a 2.5
percent solution per 5 pounds of animal
weight. Approximately half the esti-
mated dose is administered during a pe-
riod of approximately 30 to 60 seconds;
the remainder of the dose is then ad-
ministered at the rate of 1 milliliter per
60 seconds. To maintain anesthesia for
longer periods of time after the initial
injection, inject 0.5 milliliter (12.5 milli-
grams) to I milliliter (25 milligrams)
of the 2.5 percent.solution per 5 pounds
of body weight intermittently as required.
Continuous drip anesthesia may also be
employed after the initial injection by
diluting the drug to 0.1 or 0.2 percent
levels and adjusting the flow rate to ap-
proximately 0.15 milgram of the drug
per minute for each pound of body weight
to maintain continuous anesthesia.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.1462 Naloxone hydrochloride in-

jection.

(a) Specifications. Naloxone hydro-
chloride injection is an aqueous sterile
solution containing 0.4 milligram of na-
loxone hydrochloride per milliliter.

(b) Sponsor. See No. 000056 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is used as
a narcotic antagonist in dogs.

(2) -It is administered by intravenous,
intramuscular,, or subcutaneous injec-
tion at an initial dose of 0.04 milligram
perxkilogram of bogly weight. When given
intravenously, the dosage may be re-
peated at 2- to 3-minute intervals as
necessary. Onset-of action by intramus-
cular or subcutaneous injection is
'slightly longer than It is by intravenous
injection, and repeated dosages must be
administered accordingly.

(3) For use only by or on the order
of a licensed veterinarian.

§ 522.1484 Neomycin sulfate sterile so-
lution.

(a) Specifications. Neomycldn sulfate
sterile solution contains 50 milligrams
of neomycin sulfate iri each milliliter
of solution (equivalent to 35 milli-
grams neomycin base). The neomy-
cin sulfate used in preparing the drug
conforms to the standards of Identity,
strength, quality, and purity prescribed
by § 444.42a(a) (1) of this chapter.

(b) Sponsor. See No. 000009 in § 510.-
600(c) of this chapter.

c) Conditions of use. (1) The drug is
used In dogs and cats in the treatment
of acute and chronic bacterial infections
due to organisms susceptible to neomy-
cin.

(2) It is administered Intramfiscularly
or intravenously for a period of 3 to 5
days in a total daily dosage of 5 mi-
grams per pound of body weight. The
total daily dosage Is divided Into por-
tions that are administered every 6 to
8 hours.

(3) Its label shall bear arL appropriate
expiration date and the statement that
neomycin must not be used parenterally
in food-producing animals because of
prolonged residues of the antibiotic In
edible tissues.

(4) For use only'by or on the order
of a licensed veterinarian.

§ 522.1503 Neostigmnri methylsulfate
injection.

(a) Specifications. Neostigmine meth-
ylsulfate injection contains two milll-
grams of neostigmine methylsulfate in
each milliliter of sterile aqueous solution.

(b) Sponsor. See No. 011716 In § 510.-
-600(c) of this chapter.

(c) Conditions of use. (1) The drug is
intended for use for treating rumen
atony; initiating peristalsis which causes
evacuation of the bowel; emptying the
urinary bladder; and stimulating skeletal
muscle contractions. It is a curare
antagonist.

(2) It is administered to cattle and
horses at a dosage level of 1-milligram per
100 pounds of body weight subcutane-
ously. It Is administered to sheep at a
-dosage level of i to 1S milligrams per 100
pounds body weight subcutaneously. It is
administered to swine at a dosage level
of 2 to 3 milligrams per 100 pounds body
weight intramuscularly. These doses may
be repeated as indicated.

(3) The drug is contraindicated In
mechanical, Intestinal or urinary ob-
struction, late pregnancy, and In animals
treated with other cholnesterase In-
hibitors.

(4) Not for use in animals producing
milk, since this use will result in con-
tamination of the milk.

(5) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

§522.1563 Nitrorurantoin sodium in-
jection.

(a) Specifications. It is sterile and
packaged so that each vial contains
sufilcient drug to permit withdrawal of
180 milligrams of nitrofuranton sodium.
The nitrofuranton sodium used is the.
sodium salt of nitrofuranton U.S.P.

(b) Sponsor. See No. 000947 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It Is used
only in bacterial infections of the urinary
tract of dogs when the oral forms are
not feasible.

(2) It is administered intramuscularly
at the rate of f.5 milligrams of nitro-
furantoin sodium per pound of body
weight twice daily (total daily dose: 3

milligrams per pound) for a maximum
of 10 days.

(3) For use by or on the order of a
licensed veterinarian.
§ 522.1620 Orgotein for injection.

.(a) Specifications. Orgotein for injec-
tion is packaged in a Vial containing 5
milligrams of orgotein and 10 mii-
grams of- sucrose as lyophilized sterile
nonpyrogenic powder with directions
for dissolving the contents of the
vial in 2 milliliters of diluent which is
sodium chloride injection, U.S.P.

(b) Sponsor. See No. 024991 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is used in
horses in the treatment of soft tissue in-
flammation associated with the musculo-
skeletal system.

(2) It Is administered by deep intra-
muscular injection at a dosage level of
5 milligrams every other day for 2 weeks
andtwice weekly for 2 to 3 more weeks.
In severe cases, both acute and chronic
may benefit more from daily therapy ini-
tially. Dosage may be continued beyond
5 weeks if satisfactory Improvement has
not yet been achieved.

(3) Not for use In horses Intendedfor
food.

(4) Federal law restricts this drug to
use by or -on the order of a licensed
veterinarian.
§ 522.1642 Oxymorphone hydrochlor-

ide injection.
(a) Specifications. The drug contains

1 or 1.5 milligrams of oxymorphone
hydrochloride per milliliter of aqueous
solution containing 0.8 percent sodium
chloride.

(b) Sponsor. See No. 000056 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
a narcotic analgesic, preanesthetic, an-
esthetic, and substitute anesthetic ad-
juvant for intramuscular, subcutaneous
or intravenous administration to cats
and dogs as follows:

Animl, Body widght Dcge
( ds) (Mmigram)

S2toS --- ------ 0.75
5 to I..4 0.5-L5

D.Sto . L5-2.5
53 to .O 2.54.0I Over W --------- 4.0

Cats ............. Small .... 0.4-0.7
Large. ......... 0.75-1.5

(2) Do not mix with-a barbiturate in
the same syringe to preclude precipita-
tion.

(3) It tends to depress respiration.
Naloxone hydrochloride and other nar-
cotic antagonists are used to counter
over-dosing.

(4) Federal law restricts this drug to
ase by or on the order of a licensed
veterinarian.
S5522.1662 Oxytetracycline hydrochlor-

ide implantation or injectable dosage
forms.

§ 522.1662a Oxytetracycline hydro-
chloride injection.

(a) (1) Specifications. The drug con-
tains 50 millligrams of oxytetracycline
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hydrochloride in each milliliter of sterile
solution.

(2)'Sponsor. See No. 025001 in § 510.-
600(c) of this chapter.

(3) Conditions o1 use. (i) The drug Is
intended for use iii beef cattle, beef
calves, nonlactating dairy cattle, and
dairy calves for treatment of disease
conditions caused by one or more of the
following oxytetracycline sensitive path-
ogens listed as follows: pneumonia and
shipping fever complex (Pasteurella
app.; Hemophilia app.; Klebsiella spp.),
bacterial enteritis (scours) (E. coli),
foot-rot (Spherophorus necrophorus),
diphtheria (Spherophorus necrophorus),
wooden tongue (Actinobacillus lignier-
est). leptospirosis (Leptospira\ pomona).
and wound infections; acute metritis;
traumatic injury (caused by a variety of
bacterial organisms (such as streptococ-
cal and staphylococcal organisms)).

(ii) It is administered by intramus-
cular injection of 3 to 5 milligrams of
oxytetracycline hydrochloride per ppund
of body weight per day. Leptospirosis,
severe foot-rot and severe forms of the
indicated diseases should be treated
with 5 milligrams per pound of body
weight per day. Treatment should be
continued for 24 to 48 hours following
remission of disease symptoms; how-
ever, not to exceed a total of 4 consecu-
tive days. Only 2 rhilliliters of the drug
should be injected per site in case of
calves weighing 100 pounds or less and
not more than 10 milliliters should be
injected per site in adult cattle.

(ill) Discontinue treatment with the
drug at least 20 days prior to slaughter
of the animal. When administered to
animals within 30 days of slaughter,
muscle discoloration may necessitate
trimming of injection site and surround-
ing tissues.

iv) For use only in beef cattle, beef
calves, nonlactating dairy cattle, and
dairy calves.

(b) (1) Specifications. The drug con-
tains 50 milligrams of oxytetracycline
base as oxytetracycline hydrochloride in
each milliliter of sterile solution.

(2) Sponsor. See No. 000010 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (i) The drug is
intended for use in the treatment of
diseases due to oxytetracycline-suscep-
tible organisms in beef cattle and non-
lactating dairy cattle. It is indicated in
the treatment of pneumonia and ship-
ping fever complex associated with Pas-
teurella app., Hemophilus app., Kleb-
siella app., footrot and diphtheria caused
by Spherophorus necrophorus, bacterial
enteritis (scours) caused by Escherichia
,oli, wooden tongue caused by Actino-
bacillus ighieresi, acute metrits, and
nound infections caused by Staphylo-
,occal and Streptqcoccal organisms.
Ihe drug is intended for use in sows
;o aid in control of infections enteritis
baby pig scours, colibacillosis) in suck-
ing pigs caused by Eschericfia colt.

(it) It is administered by intramuscu-
ar or Intravenous injection to beef cattle
tnd non-lactating dairy cattle at a level
if 3 to 5 milligrams of oxytetracycilne
ier pound of body weight per day. In

severe foot-rot and severe forms of the
indicated diseases treat at 5 milligrams
per pound of body weight. When admin-
istered intramuscularly no more than 0.5
to 2 milliliters should be injected in each
site in the case of smaller animals and
no more than 10 milliliters should be In-
jected in each site in adult cattle. Treat-
ment in cattle should be continued for 24
to 48 hours following remission of dis-
ease symptoms, not to exceed a total of
4 days. It is administered to sows intra-
muscularly at a level of 3 milligrams of,
oxytetracycline per pound of body weight
approximately 8 hours before farrowing
or immediately after completion of far-
rowing. No more than 5 milliters should
be injected intramuscularly per site in
SOWS.

(iii) Not for use -in lactating dairy
animals. Discontinue use 18 days before
slaughter. When administered to animals
within 20 days of slaughter, muscle dis-
colofration may necessitate trimming of
injection site and surrounding tissues.

(iv) If the product contains the state-
ment, "Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian" it may contain additional
directions for use in beef cattle and non-
lactating dairy cattle for use in the treat-
ment of anaplasmosis caused by Ana-
plasma marginale. It is administered to
beef cattle and nonlactating dairy cattle
as described in'subdivision (i) of this
subparagraph at the dosage level of 5
milligrams of oxytetracycline per pound
of body weight.

Cc) (1) Specifications. The drug con-
tains 50 milligrams of oxytetracycline
hydrochloride in each milliliter of sterile
solution.

(2) Sponsor. See No. 000196 in § 510.-
600 (c) of this chapter.

_(3) Conditions o use. (i) The drug is
intended for use in the treatment of dils-
ease due to -oxytetracycline-susceptible
organisms in beef cattle and non-lactat-
ing dairy cattle. It is indicated In the
treatment of pneumonia and shipping
fever complex associated with Pasteu-
rella sp., Hemophilus sp., Klebsiella sp.,
foot rot and diphtheria caused by
Spherophorus ' necrophorus, bacterial
enteritis (scours) caused by Escherichia
coli, wooden tongue caused by Actinoba-
cillus lignieresi, acute metritis, and
wound infections caused by staphylococ-
cal and streptococcal organisms.

(i) It is administered to cattle at a
dosage level of 3 to 5 milligrams per
pound of body weight per day intra-
muscularly or intravenously. Severe foot
rot and the severe forms of the indicated
diseases should be treated with 5 milli-
grams per pound of body weight. Treat-
ment should be continued 24 to 48 hours
following remission of disease symptoms,
however, not to exceed a total of 4 con-
secutive days. If no improvement is noted
within 24 hours, consult a veterinarian.
When injecting the drug intramuscularly,
do not inject more than 10 milliliters per
site in adult cattle. Reduce the amount
injected at each site according to the
size of the animal. For Very small calves
do not use more than 2 milliliters per
injection site.

(iii) Not for use in lactating dairy
cattle. Discontinue treatment at least 19
days prior to slaughter. When admin-
istered intramuscularly within 30 days of
slaughter, muscle discoloration may ne-
cessitate trimming of the injection site
and surrounding tissues.

(d) (1) Specifications. The drug con-
tains 50 milligrams of oxytetracycline
hydrochloride in each milliliter of sterile
solution.

(2) Sponsor. See No. 0000609 in § 510.-
600(c) of this chapter.

(3) Conditions o1 use. (i) In beef cat-
tle and non-lactating dairy cattle as
follows:

(a) It is used for the treatment of
pneumonia and shipping fever complex
associated with Pasteurella spp. and
Hemophilus spp; foot-rot and diphtheria
caused by Spherophorus necrophorus;
bacterial enteritis (scours) caused by
Escherichia colt; wooden tongue caused
by Actinobacillus lignieresi; leptospirosis
caused by Leptospira pomona; wound in-
fections and acute metritis caused by
staphyl ococcal and streptococcal orga-
nisms.

b) Administer by intravenous or in-
tramuscular injection at 3 to 5 milli-
grams of oxy-etracycline per pound of
body weight per day. In the treatment of
severe foot-rot and severe forms of the
indicated diseases, a dosage level of 5
milligrams per pound of body weight per
day is recommended.

(c) If the labeling of the drug bears
the statement "Federal law restricts this
drug to use by or on the order of a
licensed veterinarian", it may include ad-
ditional directions for use In beef cattle
and non-lactating dairy cattle for the
treatment of anaplasmosis caused by
Anaplasma marginale, and anthrax
caused by Bacillus anthracis in which
case the drug is given at 3 to 5 milligrams
of oxytetracycline per pound of body
weight per day for anthrax, and at 5
milligrams per pound of body weight per
day for anaplasmoss.

(ii) In swine as follows:
Ca) It is used for the treatment of

bacterial enteritis (scours, colibaclllosis)
caused by Escherichia colt; pneumonia
caused by Pasteurellt "nultoclda; and
leptospirosis caused by Leptospira po-
mona. Administered to sows as an aid
in the control of infectious enteritis
(baby pig scours, colibacillosis) in suck-
ling pigs caused by Escherlchla colt.

(b) Administer by intramuscular In-
,jection at 3 to 5 milligrams of oxytetra-
cycline per pound of body weight per day
to swine. Administered to sows at 3 milli-
grams of oxytetracycline per pound of
body weight approximately 8 hours be-
fore farrowing or immediately after far-
rowing.

(ill) In poultry (broilers, turkeys, and
breeding chickens) as follows:

(a) It is used for the treatment of air
sacculitis (air-sac disease, chronic res-
piratory disease) caused by Mycoplasma
gallisepticum and Eschericha colt; fowl
cholera caused by Pasteurella multociia;
infectious sinusitis caused. by Myco-
plasma gallisepticum; and infectious
synovitis caused by Mycoplasma syn-
oviae.
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(b) Administered subcutaneously to
chickens lday to 2 weeks of age at 6.25
milligrams of oxytetracycline per bird
per day diluted with 1 part of the drug to
3 parts of sterile water; to chickens 2
to 4 weeks of age using the same diluted
product at 12.5 milligrams of oxytetra-
cycline per bird; to chickens 4 to 8 weeks
of age without dilution at 25 milligrams
of oxytetracycline per bird; to chickens
8 weeks of age (broilers hnd light pul-
lets) at 50 milligrams of oxytetracycline
per bird; to adult chickens at 100 milli-
grams of oxytetracycline per bird.
(c) Administered subcutaneously to

turkeys 1 day to 2 weeks of age and 2 to
4 weeks of age at the same dosage as
chickens; to turkeys 4 to 6 weeks of age
at 50 milligrams of oxytetracycline as the
undiluted product per bird; to turkeys 6
to 9 weeks of age at 100 milligrams of
oxytetracycline per bird; to turkeys 9 to
,12 weeks of age at 150 milligrams of oxy-
tetracycline per bird; to turkeys 12 weeks
of age and older at 200 milligrams of
oxytetracycline per bird. In light turkey
breeds, no more than 25 milligrams per
pound of body weight is administered.
For the treatment of infectious sinusitis
in turkeys, % to % milliliter of the drug
is injected directly into each swollen
sinus depending upon the age of the bird
and the severity of the condition. At the
time that the sinuses are treated, the
drug should also be administered sub-
cutaneously to the birds according to
the dosage schedule given in paragraph
(d) (3) (1ii) (c) of this section. If refilling
of the sinuses occurs, the treatment may
be repeated in 5 to 7 days.

(iv) Treatment of all diseases should
be instituted early. Treatment should
continue for 24 to 48 hours beyond the
remission of disease symptoms, but not
exceed a total of 4 consecutive days. If
no improvement is noted within 24 to 48
hours, diagnosis and therapy should be
reevaluated.

v) When injecting intramuscularly in
adult livestock, do nct inject more than
10 milliliters at any one site. The volume
administered per injection site should be
reduced according to age and body size
so that 1 or 2 milliliters are injected In
smaller animals such as small calves
and young pigs. Intravenous administra-
tion is recommended in cattle when daily
dosage exceeds 50 mnUl'iters.

(vi) Treatment must be discontinued
at least 5 days prior to slaughter for
chickens and turkeys and at least 22
days prior to slaughter for cattle and
swine. When administered intramuscu-
larly tb animals within 30 days of slaugh-
ter, muscle discoloration may necessitate
trimming of the injection site(s) and
surrounding tissues during the dressing
procedure.

(vii) Not for use in lactating clairy ani-
mals. Do not administer to laying hens
unless the eggs are used for hatching
only.
(e) (1) Specifications. The drug con-

tains 100 milligrams of oxytetracycline-
base as oxytetracycline hydrochloride in
each milliliter of sterile solution.

(2) Sponsor. See code No. 000069 in
§ 510.600(c) of this chapter.

(3) Conditions o1 use. () For beef
cattle and nonlactating dairy cattle In
the treatment of pneumonia and ship-
ping fever complex associated with
Pasteurell spp. and Hemophilus spp.;
foot-rot and diptherla caused by Sphero-
phorus necrophorus; bacterial enteritis
(scours) caused by Eseherchia coli;
wooden tongue caused by Actinobacilus
lignieresi; leptospirosLs caused by Lepto-
spira pomona; and wound infections and
acute metritis caused by strains of Sta-
phylococci and Streptococci sensitive to
oxytetracydline. If the labeling of the
drug bears the statement "Federal law
restricts-this drug to use by or on the
order of a licensed veterinarian", it may
include additional uses in beef cattle and
nonlactating dairy cattle for the treat-
ment of anaplasmosis caused by Ana-
plasma marginale and anthrax caused
by Bacillus anthracls.

(ii) Administer by intramuscular in-
jection at a dosage level of 3 to 5 milli-
grams of oxytetracycline per pound of
body weight per day. In the treatment of
anaplasmosis, foot-rot, and advanced
cases of other indicated diseases, 5 milli-
grams per pound of body weight per day
is recommended.

(liI) Treatment of all diseases should
be Instituted early and should continue
for 24 to 48 hours beyond remission of
disease symptoms, but not to exceed a
total of 4 consecutive days. If no im-
provement is noted within 24 to 48 hours,
diagnosis and therapy should be re-
evaluated.

(iv) When Injecting ntramuscolrarly
in adult cattle, do not Inject more than
10 milliliters at any one site. The volume
administered per Injection site should be
reduced according to age and body size
so that 1 to 2 milliliters are Injected In
'smaller animals such as small calves.

v) Treatment must be discontinued
at least 15 days prior to slaughter. Ex-
ceeding the highest recommended dose
of 5 milligrams-per pound of body weight,
administering at recommended levels for
more than 4 consecutive days. and/or ex-
ceeding 10 milliliters intramuscularly
per injection site may result In anti-
biotic residues beyond the withdrawal
time.

vi) Not for use in lactating dairy
animals.

(f) (1) Specifications. The drug con-
tains 50 milligrams of oxytetracycline
hydrochloride in each milliliter of sterile
solution.

(2) Sponsor. See No. 010271 in
§ 510.600(c) of this chapter.

(3) Conditions of use. (1) Use In beef
cattle, beef calves, nonlactating dairy
cattle, and dairy calves for the treat-
ment of pneumonia and shipping fever
complex associated with Pasteurella spp.
and Hemophilus §pp; foot-rot and diph-
theria caused by Spherophorus necro-
phorus; bacterial enteritis (scours)
caused by Escherchia coil; wooden
tongue caused by Actinobacillus lignier-
esi; leptospirosis caused by Leptospira
pomona; wound Infections, acute metri-
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Us, and traumatic injury caused
by staphylococcal and streptococcal
organisms.

(i) Administer by intramuscular in-
jection at 3 to 5 milligrams of oxytetra-
cycline per pound of body weight per day.
In the treatment of leptospirosis, severe
foot-rot, and severe forms of the indi-
cated diseases, administer 5 milligrams
per pound of body weight per day.

(11) Treatment should continue for 24
to 48 hours beyond remission of disease
symptoms, but not to exceed a total of
4 consecutive days. Treat at the first
clinical signs of disease. If no improve-
ment is noted within 48 hours, consult
a veterinarian for diagnosis and therapy.

Clv) In adult livestock, do not inject
more than 10 milliliters at any one site.
Reduce the volume administered per in-
jection site according to age and body
size. In calves weighing 100 pounds or
less inject only 2 milliliters per site.

(v) Discontinue treatment at least 22
days prior to slaughter. Exceeding the
recommended dosage level or duration
of treatment may result in antibiotic
residues beyond the'withdrawal time.

(vi) Not for use In lactating dairy
animals.
§ 522.1662b Oxytetracycline hydro-

chloride with lidocaine injection.
(a) Specifications, The drug contains

50 or 100 milligrams of oxytetracyclne
hydrcchloride and 2 percent lidocaine in
eachanillllter of sterile aqueous solution.

(b) Sponsor. See Nos. 000069 and
000196 in § 510.600(c) of this chapter.

c) Conditions of use. (1) The drug is
indicated for use in the treatment of
diseases of dogs caused bypathogens sen-
sitive to oxytetracycline hydrochloride
Including treatment for the following-
conditions in dogs caused by susceptible
microorganisms: Bacterial infections of
the urinary tract caused by Hemolytic
staphylococcus, Streptococcus spp. Bac-
terial pulmonary infections caused by
Brucella bronchiseptica, Streptococcus
pyogenes. Staphylococcus aureus, sec-
ondary bacterial infections caused by
3icrococcus pyogenes var. albus, Bru-
celia bronchiseptica, Streptococcus spp.

(2) The drug Istadministered intra-
muscularly at a recommended daily
dosage to dogs at 5 milligrams per pound
of body weight administered in divided
doses at 6 to 12 h intervals. Therapy
should be continued for at least 24 h
after all symptoms have subsided.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.1680 Oxytocin injection.

(a) Specifications. Each milliliter of
oxytocin injection contains 20 U.SP.
units of oxytocin.

(b) -Sponsor. See Nos. 000845, 012481,
011811 and 010469 In § 510.600(c) of this
chapter.

(c) Conditions of use. (1) (1) The drug
is administered for obstetrical use by /
intravenous, intramuscular, or subcu-
taneous )nJecton under aseptic condi-
tions as indicated. The following dosages
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are recommended and may be repeated
as conditions require:

Cats ....... 0.25 to 0.5 ml.. 5 to 10 U.S.P. units.
Dogs --------- 0.25 to 1.5 mL. 5 to 30U.S.P. units.
Ewes, sows --- 1.5 to 2.5 ml... 30 to 50 U.S.P. units.
Cows, horses-... 5.0 ml --------- 100-U.S.P. unit .

(II) The drug is also used for augment-
ing the letdown of milk, and for this
purpose intravenous administration is
desirable. The following dosage is recom-
mended and may be repeated as condi-
tions require:

Cows -------- 0.5 to 1.0 ml... 10 to 20 U.S.P. units.
Sows .......... 0.25 to 1.0 ml.. 5 to 20 U.S.P. units.

(2) Do not use In dystocia due to -ab-
normal presentation of fetus until cor-
rection is accomplished.

(3) Federal law restricts -this drug to
use by or on the order of a licensed
veterinarian.
§ 522.1704 Sodium pentobarbital injec-

tion,
(a) (1) Specifications. Sodium pento-

barbital injection is sterile and contains
in each milliliter 64.8 milligrams of so-
dium pentobarbital.

(2) Sponsor.See No. 011716 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (I) The drug
is Indicated for use as a general anesthet-
Ic in dogs and cats. Although it may be
used as a general surgical anesthetfc for
horses, It Is usually given at a lower dose
to cause sedation and hypnosis and may
be supplemented with a local anesthetic.
It may also be used in dogs for the symp-
tomatic treatment of strychnine poison-
ing.

(ii) The drug is administered intra-
venously "to effect". For general surgi-
cal anesthesia, the usual dose is 11 to 13
milligrams per pound of body weight. For
sedation, the usual dose is approximately
2 milligrams per pound of body weight.
For relieving convulsive seizures In dogs,
when caused by strychnine, the injection
should be administered intravenously "to
efFect". The drug may be given intraperi-
toneally if desired. However, the results
of such injections are less uniform. When
given intraperitoneally, it is adminis-
tered at the same dosage level as for In-
travenous administration. The -dose must
be reduced for animals showing under-
nourishment, toxemia, shock and similar
conditions.

(ill) Federal law restricts this drug to
use by or on the order of a licensed veteri-
narian.

(b) (1) Specifications. Sodium pento-
barbital injection is sterile and contains
in each milliliter 65 milligrams of sodium
pentobarbital.

(2) Sponsor. See Nos. 000845 and
000381 In § 510.600(c) of this chapter.

(3) Conditionj o1 use. (I) The drug is
Indicated for use as a general anesthetic
in dogs and cats.

(ii) The drug is administered intra-
venously "to effect." For general anes-
thesia, the Usual dose Is 13 milligrams
per pound of body weight.
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(Iii) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

§ 522.1720 Phenylbutazone injection.
(a) Specifications. The drug contains

100 or 200 milligrams of phenylbutazone
in each milliliter of sterile aqueous solu-
tion.

(b) Sponsors. (1) Appiroval for use of
the 200 milligrams per milliliter drug in
dogs and horses: See sponsor Nos. 017220,
011757, and 010719 in § 510.600(c) of this
chapter.

(2) Approval for use of the 200 milli-
grams per milliliter drug in horses: See
sponsor Nos. 010271, 000010, 011398,
000864, and 000381 in § 510.600(c) of this
chapter.

(3) Approval for use of the 100 milli-
grams per milliliter drug in dogs and
horses: See sponsor No. 000856 in § 510.-
600 (c) of this chapter.

(c) Conditions of use for dogs. (1) It
is used for the relief of inflammatory
conditions associated with the musculo-
skeletal system.

(2) It is administered intravenously at
a dosage level of 10 milligrams per pound
of body weight daily in 3 divided doses,
not to exceed 800 milligrams daily re-
gardless of weight. Limit intravenous ad-
ministration to 2 successive days. Oral
medication may follow.

(3) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

(d) Conditions of use for horses. (1)
It is used for the relief of inflammatory
conditions associated with the musculo-
skeletal system.

(2) It is administered intravenously
at a dosage level of 1 to 2 grams per 1,000
pounds of body weight daily in 3 divided
doses, not to exceed 4 grams daily. Limit
intravenous administration to not more
than 5 successive days.

(3) Not for use in animals intended
for food.

(4) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.
§ 522.1800 Piperacetazine injection.

(a) Specifications. The drug is a sterile
aqueous solution and each milliliter con-
tains piperacetazine hydrochloride equiv-
alent to 2 milligrams of piperacetazine.

(b) Sponsor. See No. 011716 In § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It Is intended
for use in dogs and cats as a tranquilizer,
sedative, and antiemetic agent and for
the symptomatic relief of pruritis.

(2) It is administered intramuscularly,
intravenously, or subcutaneously;
method of administration depends upon
the effect desired. It is administered at a
recommended average dose that ranges
from 0.5 to 2 milligrams per 10 pounds
of body weight, depending on the effect
desired and the respose of the patient.
Subsequent doses are adjusted as. indi-
cated. Treatment is repeated as neces-
sary. Parenteral treatment may be fol-
lowed by administration of the drug in
tablet form, as indicated.

(3) It is not to be used in conjunction
with organophosphates and/or procaino
hydrochloride because phenothiazines
may potentiate the toxicity of organo-
phosphates and the activity of procaine
hydrochloride.

(4) For use only by or on the order of
a licensed veterinarian.
3522.1820 Pituitary hiteinizing hor-

mone for Injection.

(a) Specification . The drug is a ly-
ophilized pituitary extract. Each 6-milli-
liter vial contains an amount equivalent
to 25 milligrams of standard pituitary
luteinizing hormone and is reconstituted
for use by addition of 5 milliliters of 0.9
percent aqueous sodium chloride solu-
tion.

(b) Sponsor. No. 000845 in § 510.600
(c) of this chapter.

(c) Conditions of use. (1) The drug
is an aid in the treatment of breeding
disorders related to pituitary hypofunc-
tion in cattle, horses, swine, sheep, and
dogs.

(2) Preferably given by Intravenous
Injection, it may be administered sub-
cutaneously; dosage Is as follows: Cat-
tle and horses, 25 mg; swine, 5 mg; sheep,
2.5 mg, and dogs, 1.0 mg. Treatment may

.be repeated In 1 to 4 weeks, or as
indicated.

(c) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.1862 Sterile praltdoxinie chloride.

(a) Chemical name. 2-Formyl-1-
methylpyrldinium chloride oxime.

(b) Specifications. Sterile praltdoxime
chloride is packaged in vials. Each vial
contains 1 gram of sterile pralidoximo
chloride powder and includes directions
for mixing this gram with 20 cubic centi-
meters of sterile water for injection prior
to use.

(c) Sponsor. See No. 000046 in § 510.-
600 (c) of this chapter.

(d) Conditions o1 use. (1) It Is used in
horses, dogs, and cats as an antidote in
the treatment of poisoning due to those
pesticides and chemicals of the organo-
phosphate class which have anticholin-
esterase activity in horses, dogs, and cats.

(2) It is administered as soon as pos-
sible after exposure to the poison. Before
administration of the storile pralidoxime
chloride, atropine Is administered intra-
venously at a dosage rate of 0.05 milli-
gram per pound of body weight, fol-
lowed by administration of an additional
0.15 milligram of atropine per pound of
body weight administered intramuscu-
larly. Then the appropriate dosage of
sterile pralidoxime chloride is adminis-
tered slowly intravenously. The dosage
rate for sterile pralidoxime chloride
when administered to horses is 2 grams
per horse. When administered to dogs
and cats, It is 25 milligrams per pound of
body weight. For small dogs and cats,
sterile pralidoxime chloride may be ad-
ministered either intraperItoneally or
intramuscularly. A mild degree of atro-
pinization should be maintained for at
least 48 hours. Following severe poison-
Ing, a second dose of sterile pralidoximo
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chloride may be given after 1 hour if
muscle weakness has not been relieved.

(3) For use only by or on the order of
a licensed veterinarian.
§-522.1880 Sterile prednisolone suspen-

sion.

(a) Specifications. Each. milliliter of
sterile aqueous suspension contains 10
or 25 milligrams of prednisolone.

(b) Sponsor. See No. 010719 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug
is indicated in the treatment of dogs,
cats, and horses for use as an anti-
inflammatory agent.

(2) The drug is administered as fol-
lows -and treatment may be repeated
when necessary:

Species Intramuscular Intrarticular

Horse ---------- 50-200 mligrams.. 40-80 milligrams.
Dog -------- 10-30 milligrams.._ 10-20 zallgrams
Cat--.- 5-10 mlfligrams__. 10-20 mIlgran.

(3) Corticosteroids administered
orally or parenterally-to animals may
induce the firststage of parturition when
administered duri'g the last trimester
of pregnancy and may precipitate pre-
mature parturition followed by-dystocia,
fetal death; retained placenta, and
metritis.

(4) Not for use in horses intended for
food.

(5) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.1881 Sterile prednisolone. acetate

aqueous suspension.
(a) Speciftcations. Each milliliter of

sterile aqueous suspension contains 25
mag Qf prednisolone acetate.

(b Sponsor. See No. 000085 in § 510.-
600(c) of this chapter.
. (c) Conditions of use. (1) The drug

is indicated in the treatment of dogs,
6ats, and horses for conditions requiring
an anti-inflammatory agent. The drug is
indicated for the treatment of acute
musculoskeletal inflammations such as
bursitis, carpitis, and spondylitis. The
drug is indicated as supportive therapy
in nonspecific dermatosis'such as sum-
mer eczema and atopy. The drug may be
used as supportive therapy pre- and
post-operatively and-for various stress
conditions' when corticosteroids are re-
quired while the animal is being treated
for a specific condition.

(2) The drug is administered to horses
intra-articularly at a dosage level of 50-
100 mg. The dose may be repeated when
necessary. If no response is noted after
3 or 4 days, the possibility must' be con-
sidered that the condition is unrespon-
sive to prednisolone therapy. The drug
is administered to -dogs and cats intra-
muscularly at a dosage level of 10 to 50
rag. The dosage may be repeated when
necessary. If the condition is of a chronic
nature, an oral corticosteroid may, be
given as a maintenance dosage. The drug
may be given intra-articularly to dogs
and cats" at a dosage level of 5 to 25 mg.
The dose may be repeated when neces-
sary after 7 days lor two or three doses.

(3) Corticosterolds administered orally
or parenterally to animals may induce
the first stage of parturitiori when ad-
ministered during the last trimester of
pregnancy and may precipitate prema-
ture parturition followed by dystocla,
fetal death, retained placenta, and
metritis.

(4) Not for use in horses ntended
for food.

(5) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.1884 Prednisolone sodium succi

nato injection.
(a) Chemical name. 11 beta, 17, 21-Tn-

hydroxypregna-1, 4-dlene-3, 20-dione
21-succinate sodium salt.

(b) Specidfcations. Each ililiter of
prednisolone sodium succinate injection
contains: Prednisolone sodium succinate
equivalent in activity to 10 milligrams of
prednisolone.

(c) Sponsor. See No. 000009 in § 510.-
600(c) of this chapter.

d) Conditions of use. (1) The drug
is intended for the treatment of horses,
dogs, and cats.

(2) (1) The dosage for horses is 50 to
100 milligrams as an initial dose given
intravenously over a'period of one-half
to 1 minute, or Intramuscularly, and may
be repeated in Inflammatory, allergle,
or other stress conditions at Intervals of
12, 24, or 48 hours, depending upon the
size of the animal, the severity of the
condition and the response .to treatment.

(1i) In dogs, the drug is administered
intravenously at a range of 2.5 to 5 mil-
grams per pound of body weight as an
initial dose followed, by maintenance
doses at 1, 3, 6 or f0 hour intervals, as
determined by the condition of the
animal, for treatment of shock.

(liI) In dogs and cats, the drug may
be given intramuscularly for treatment
of inflammatory, allergic and liss severe
stress conditions, where Immediate effect
is not required, at 1 to 5 milligrams
ranging upwards to 30 to 50 milligrams
in large breeds of dogs. Dosage may be
repeated in 12 to 24 hours and continued
for 3 to 5 days if necessary. If permanent
corticosterold effect is required oral
therapy with prednisolone tablets may
be substituted.

(3) Federal law restricts this drug to
use by or on the order of a licensed veter-
inrlan.
§ 522.1885 Prednisolone tertiary butyl-

actnt9 suspension.
(a) Specifications. Prednlsolone ter-

tiary butylacetate (Pregna-l,4-diene-3.
20-dione-liB, 17o: 21-triol 21-(3,3, d-
methyl butyrate) suspension contains 20
milligrams of prednisolone tertiary
butylacetate per milliliter. It Is sterile.

(b) Sponsor. See No. 000006 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It Is used
as an anti-inflammatory agent in horses,
dogs, and cats.

(2) It is administered to horses Intra-
muscularly at a dosage level of 100 to
300 milligrams and intrasynovIally at a

dosage level of 50 to 100 milligrams. It
is administered intramuscularly to dogs
and cats at a dosage level of 1 milligram
per 5 pounds of body weight and intra-
synovially at a dosage level of I0 to 20-
milligrams. Intramuscular retreatment
of horses in 24 to 48 hours may be nec-
essary, depending on the general con-
dition of the animal and the severity and
duration of the disease.

(3) Clinical and experimental data
have demonstrated that corticosteroids
administered orally or parenterally to
animals may Induce thLe first stage of
parturition when administered late in
pregnancy and may precipitate prema-
ture parturition followed by dystocia,
fetal death, retained placenta, and
metritis.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 552.1920 Prochlorperazine, isopropa-

mide for injection.
(a) Specifications. Prochlorperazine,

lsopropamide for injection, veterinary,
contains in each milliliter, 6 milligrams
of prochlorperazine edisylate (equiva-
lent to 4 milligrams prochlorperazine),
and 0.38 milligrams of isopropamide
Iodide (equivalent to 0.28 milligrams of
isopropamide) in buffered aqueous
solution.

(b) Sponsor. See No. 011519 in § 510
600(c) of this chapter.

c) Conditions of use. (1) The drug is
used in dogs and cats in which gastro-
Intestinal disturbances are associated
with emotional stress.

(2) Dosage is administered by sub-
cutanedus injection twice daily as
follows:

Dosage in
Weight of animal in pounds m illiliters
Up to 40.25
Sto 14. 2............01
15 to 30...- .... 2-330 to 45...... .. 3-4
45 to 0.. . . . . .. .. 4-5
Over 60-................ 6

Following the last injectior, adminis-
ter prochlorparazine and Isopropamide
sustained release capsules as indicated

(3) For use only by or on the order of
a licensed veterinarian. e
§ 522.19-10 Progesterone and estradiol

benzoate in combination.
(a) Chemical names. (1) Progeste-

rone: 4-Pregnene-3,20-done.
.(2) Estradol benzoate: 1,3,5(10)-Es-

tratriene-3,17beta-dol 3-benzoate.
(b) Sponsor. See No. 000033 in § 510.-

600(c) of this chapter.
c) Related tolerances. See §§ 556.240

and 556.540 of this chapter.
(d) Con itions of use. It is used for im-

plantation in animals as follows:
(1) Lambs-(i) Amount. 25 milligrams

of progesterone and 2.5 milligrams of es-
tradiol benzoate per dose.

(it) Indications for use. Growth pro-
motion and feed efciency.

(IlI) Limitations. For animals weigh-
ing between 60 and 85 pounds; for sub-
cutaneous ear implantation, one dose per
animal; not to be used within 60 days of
slaughter.
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(2) Steers-() Amount. 200 milligrams
of progesterone and 20 milligrams of es-
tradiol benzoate per dose.

(ii) Indications for use. Growth pro-\
motion and feed efficiency.

(iii) Limitations. For animals weighing
between 400 and 1,000 pounds; for sub-
cut neous ear Implantation, one dose per
animal; not to be used within 60 days of
slaughter.
§ 522.1962 Promazinc hydrochloride

injection.
(a) Chemical name. 10-[3-(Dimethyl-

amino)propyll phenothigzlne monohy-
drochloride.

(b) Specifications. The product con-
tains 50 milligrams of promazine hy-
drochloride in each milliliter of sterile
aqueous solution.

(c) Sponsor. See No. 000008 in § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) It is admin-
istered either intramuscularly or intra-
venously to horses at a dosage level of 0.2
milligram to 0.5 milligram per pound of
body weight and to dogs and cats at 1
milligram to 3 milligrams per poufid of
body weight every 4 to 6 hours as a tran-
quilizer or preanesthetic. "

(2) It is not to be used in conjunction
with organophosphates because their
toxicity may be potentiated, nor with
procaine hydrochloride as its activity
may be increased.

(3) Not for use In horses intended for
food.,

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.2002 Propiopromazine hydro-

chloride injection.
(a) Chemical name. 1-Propanone, 1-

(10-3-Wdimethylamino) propyl] pheno-
thiazine-2-ylJ-, monohydrochloride.

,(b) Specificatiorm. Propiopromazine
hydrochloride injection contains 5 or 10
milligrams of the drug in each milliliter
of sterile aqueous solution.

(c) Sponsor. See No. 013947 in § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) It is admin-
istered either intravenously or intra-
muscularly to dogs and cats for tran-
quilization at a dosage level of 0.05-0.5
milligram per pound of body weight and
Is also administered intravenously to dogs
and cats as a preanesthetic at a dosage
level of 0.25 milligram per pound of body
weight.

(2) It is not to be used in conjunction
with organophosphates and/or procaine
hydrochloride since phenothiazines may
potentiate the toxicity of organophos-
phates and the activity of procaine hy-
droclioride.

(3) For use only by or on the order of
a licensed veterinarian.
§ 522.2022 Protokylol hydrochloride

injection.
(a) Specifications. Protokylol hydro-

chloxlde Injection contains 0.5 milligram
of protokylol hydrochloride per cubic
centimetei- of sterile aqueous solution.

(b) Sponsors. See No. 000859 in § 510.-
600(c) of this chapter.

(c) Conditions o1 use. (1) It is used in
dogs and 'ats for relief of bronchial
spasm.

(2) It is administered subcutaneously
or intramuscularly at a dosage level of
0.125 to 0.5 milligram to dogs and at a
level of 0.125 to 0.25 millIgram to cats.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§522.2063. Pyrilamine maleate injec-

tion.
(a) Specifications. The drug is a sterile

aqueous solution with each milliliter
containing 20 milligrams of pyrilamine
maleate.

(b) Sponsor. See No. 011519 in § 510.-
600(c) of this chapter.

c) Conditions of use. (1) It is in-
tended for treating horses in condition1s
in which antihisfaninic therapy may be
expected to lead to alleviation of some
signs of disease, such as equine laminitis
or insect stings.

(2) It is admifistered intramuscu-
larly, subcutaneously, or intravenously.,
Local injection at the site of insect bites
may be indicated in severe cases. Intra-
venous injections must be given slowly to
avoid symptoms of overdosage. Dosage
may be repeated every 6 to 12 hours
whenever necessary. Horses, 40 to 60
milligrams per 10 pounds body weight;
foals, 20 milligrams per 100 pounds body
weight.

(3) Do not use in horses intended for
food-purposes.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.2100 Selenium, vitamin E injec-

tion.
(a) (1) Specifications. The drug is an

emulsion containing in each milliliter,
5.48 milligrams sodium selenite (equiv-
alent to 2.5 milligrams selenium), 50 mil-
ligrams bf vitamin E (68 I.11.) (as
d-alpha tocopheryl acetate), 250 milli-
grams polyoxyethylated vegetable oil,
and 0.1 milligram thimerosal, and water
for injection.

(2) Sponsor. See No-. 000845 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (I) The drug is
intended for use for the prevention and
treatment of selenium-tocopherol de-
ficiency syndrome in horses.

(ii) The drug is administered by intra-
venous or deep intramuscular injection
in divided doses in 2 or more sites in the
gluteal or cervical muscles at a dosage
level or 1 milliliter per 100 pounds of body
weight and may be repeated at 5 to 10
day intervals.

(iii) Do not use in horses intended for
food.

(iv) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.

(b) (1) Specifications. The drug con-
tains in each milliliter 2.19 milligrams
of sodium selenite (equivalent to I mflli-
gram of selenium), 50 milligrams of vita-
min E (68 I.U.) (as d-alpha tocopheryl
acetate), 100 milligrams of polyoxyethyl-
ated vegetable oil, 1:10,000 thimerosal,
and water for injection.

(2) Sponsor. See No. 000845 l) § 510.-
-600 (c) of this chapter.

(3) Conditions of use. (1) The drug Is
intended for use as an aid In alleviating
and controlling inflammation, pain and
lameness associated with certain ar-
thropathies in dogs.

(il) The drug Is administered subcu-
taneously or intramuscularly In divided
ddses in 2 or more sites at a dosage level
of 1 milliliter per 20 pounds of body
weight with a minimum dosage of 1/ mil-
litter and a maximum dosage of 5 milli-
liters. The dosage is repeated at 3 day
intervals until a satisfactory therapeutic
response is observed. A maintenance
regimen is then initiated which consists
of 1 milliliter per 40 pounds of body
weight with a minimum dosage of 1/4
milliliter which Is repeated every 3 days
or 7 days, or longer, as required to main-
tain continued improvement or an
asymptomatie condition; or the drug may
be used in capsule form for oral main-
tenance therapy.

(Uii) Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.
§ 522.2120 Specinomycin injection.

(a) Specifications. The spectnomycin
dihydrochlorde pentahydrate used In
manufacturing the drug Is the antibiotic
substance produced by the growth of
Streptomyces flavopersicus (var. Abbott)
or the same antibiotic substance pro-
duced by any other means. Each milliliter
of the drug contains the following
amount of spectinomycin activity from
spectinomycin dihydrochloride pentahy-
drate:

(1) 5 milligrams when used as pro-
vided In paragraph (d)() of this sec-
tion.

(2) 25 milligrams when used as pro-
vided in paragraph d) (2) of this section.

(3) 100 milligrams when used as pro-
vided in paragraph (d) (3) of this section.

(b) Sponsor. See No. 043731 in § 510.-
600 (c) of this chapter.

(c) Special considerations. The quan-
tity of spectinomycin referred to in this
section refers to the equivalent weight
of base activity for the drug.

(d) Conditions of use. It is adminis-
tered as spectinomycin dihydrochlorldo
pentahydrate as follows:

(1) Subcutaneously in the treatment
of 1-to-3-day-old turkey poults at the
rate of 1 to 2 milligrams per poult as an
aid in the prevention of mortality asso-
ciated with Arizona group infection.

(2) Subcutaneously in the treatment
of 1-to-3-day old:

(I) Turkey poults at the rate of 5
milligrams per poult as an aid n the
control of chronic respiratory disease
(CRD) associated with -. colt.

(il) Baby chicks at the rate of 2.5 to 5
milligrams per chick as an aid in the
control of mortality and to lessen so-
verity of infections caused by M. syno-
viae, S. typhimurium, S. infantis, and E.
coli.

(3) Intramuscularly n the treatment
of dogs:
. (I) At a dosage level of 2.5 milligrams

to 5.0 milligrams per pound of body
weight twice daily. Treatment may be
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continued for 4 days. For treatment of
infections caused by gram-negative and
gram-positive organisms .susceptible to
spectinomycin.

(ii) Federal law restricts this drug
to -use by or on the order 'of a licensed
veterinarian.
§ 522.2200 Sulfachlorpyridazinc.

(a) Chemical name. A"-(6-Chloro-3-
pyridazinyl) sulfanilamide. -

(b) Specifications. Melting'point range
190* C. to 191°-C.
(c) Sponsor: See-No. 000003 in § 510.-

600(c) of this chapter.
(d) Related tolerances. See § 556.630

of this chapter.
(e) Conditions of use. It is used for in-

jection into calves as follows:
(1) Amount. 30-to 45 milligrams per

pound of body weight per day.
(2) Indications for use. Treatment of

diarrhea caused or complicated by E. coli
(colibaclosis).

-(3) Limitations. Administer as the
sodium salt of sulfachlorpyridazine in-
travenously in aqueous solution for 1to
5 days in divided doses twice daily;
treated calves must not be slaughtered
for food during treatment or fdr 5 days
after the last treatment.
§ 522.2220 Sulfadimetloxinc injection.

(a) (1) Specifications. Sulfadimethox-
ine injection containing 400 milligrams
per milliliter.

(2) Sponsor.,See No. 000004 in § 510.-
600(c) 'of this chapter.

(3) Conditions of use. (I) It is used or
intended for use in dogs and cats as
follows: " .

(a) For the treatment of respiratory,
genitourinary tract, enteric, and soft tis-
sue infections when caused-by Strepto-
cocci, Staphylococbi, Escherichia, Sal-
monella, Klebsiella, Proteus, or Shigella
organisms sensitive to sulfadimethoxne,
and in the treatment of canine bacterial
entetitis associated with coccidiosis and
canine Sahnonellosis.

b) It is administered by intravenous
or subcutaneous injection at an initial
dose of 55 milligrams per kilogram of
body weight followed by 27.5 milligrams
per kilogr-am of body weight every 24
hours.
- (c) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(ii) It is used or intended for use in
horses as follows:

(a) For the treatment of respiratory
disease caused by Streptococcus equl
(strangles).

(b) It is administered by intravenous
injection at an initial dose of 55 mIlli-
grams per kilogram of body weight fol-
lowed by 27.5 milligrams per kilogram
of body weight every 24 hours until the
patient is asymptomatic for 48 hours.
(c) Not for use in horses intended for

food.
d) Federal law restricts this drug to

use by or on the order of a licensed
veterinarian.

Ciii) It is used or intended for use in
cattle as follows:

(a) For the treatment of shipping
fever complex, bacterial pneumonia, calf
diphtheria, and footTot.

(b) It Is administered by intravenous
'injection at an Initial dose of 25 mill-
grams per pound of body weight followed
by 12.5 milligrams per pound of body
wpight every 24 hours until the animal
is asymptomatic for 48 hours.

(c) Milk taken from animals during
,treatment and. for 60 hours (5 milkings)
after the latest treatment must not be
used for food. Do not administer within
5 days of slaughter.

(d) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian,

(b) (1) Speciflcations. Sulfadlmethox-
ine Injection containing 100 milligrams
per milliliter.

(2) Sponsors. See No. 011825 in § 510.-
600(c) of this chapter for use In cats and
dogs and No. 000859 in § 510.600t) of
this chapter for use in dogs only.

(3) Conditions of use. (i) It is used
or intended for use in the treatment of
sulfadhmethoxine-susceptible bacterial
infections in cats and dogs.

(I) It is administered by intravenous
or intramuscular injection at an zitial
dose of 25 milligrams per pound of body
weight followed by 12.5 milligrams per
pound of body weight daily thereafter
for 3 to 5 days.

(ill) For use by or on the order of a
licensed veterinarian.

(c) (1) Specifications. Sulfadimethoxine
containing 100 milligrams per milliliter.

(21 Sponsor. See No. 011716 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (1) It Is used or
intended for use in the treatment of
sulfadimethoxine-susceptible bacterial
Infections in dogs, cats and horses.

(WD It is administered by subcutane-
ous, intramuscular or intravenous injec-
tion to dogs and cats and by intravenous
injection only to horses at an initial dose
of 25 milligrams per pound of body
weight followed by 12.5 milligrams per
pound of body weight every 24 hours
thereafter. Continue treatment until the
animal Is free from symptoms for 48

-hours.
(iII) Not to be administered to horses

intended for use as food.
(iv) For use by br on the order of a

licensed veterinarian.
(d) Related tolerances. See § 556.640

of this chapter.
§ 522.22, Sulfacthoxypyridazine.

(a) Chemical name. N-(6-Ethoxy-3-
pyridazinyl) sulfanilamide.

(b) Specifications. Melting point range
of 1800 C. to 1860 C.
(c) Sponsor. See No. 010042 in § 510.-

600(c) of this chapter.
d) Related tolerances. See § 556.650

of this chapter.
(e) Conditions of use. It is used for in-

jection into cattle as follows:
(1) Amount. 2.5 grams per 100 pounds

of body weight per day.
. (2) Indications for use. Treatment of

respiratory infection (pneumonia, ship-
ping fever), foot rot, calf scours; as
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adjunctive therapy in septicemia accom-
panying mastitis and metritis.

(3) Limitations. Administer intrave-
nously for not more than 4 days; or first
treatment may be followed by 3 days of
treatment with sulfaethoxypyridazine in
drinking water, feed, or tablet in accord-
ance with § 121M280(b) or §520.2240(e)
of this chapter; as sodium sulfaethoxy-
pyridazine; do not treat within 16 days
of slaughter; as sole source of sulona-
mide; milk that has been taken from ani-
mals during treatment and for 72 hours
16 milklngs) after the latest treatment
must not be used for food; for use by or
on the order of a licensed veterinarian.
§ 522.2340 Sulfomyxin.

(a) Specifications. Sulfomyxin for
injection Is sterile. It is derived from
the antibiotic substance produced by the
growth of Bacillus polymyxa or is the
same substance produced by any other
means.

(b) Sponsor. See No. 000069 in § 510.-
600(c) of this chapter.

(c) Special considerations. The quan-
tities of antibiotic in paragraph (e) of
this section refer to the activity of the-
appropriate standard. -

(d) Related tolerances. See § 556.700
of this chapter.

(e) Conditions of use. (1) It is used
or Intended for use in chickens and
turkeys as an aid in the treatment of
disease caused or complicated by E. coli.
such as colibacillosis and complicated
chronic respiratory disease.

(2) ItIs administeredby subcutaneous
injection as follows:

AV di bIrds In dbys
Chl:kes Turkeyx

ito 14 ......................- 12, ECO iz co'15 to 2&. --- ... .... ----- ---- 5, CM- 2S.CCo29tO63.... .... .... .... .O 25.0WC
2to .3 -........... rocco 1 ,oc

(3) A second injection may be given 3
days later if symptoms persist.

(4) Not for use In laying hens; do not
treat chickens within 5 days of slaughter;
do not treat turkeys within 7 days of
slaughter.
§ 522.2350 Testosterone and diethylstil-

bestrol in combination.

(a) Chemical names. (1) Diethylstil-
bestrol: 3,4-bis,(p-Hydroxyphenyl) -3-
hexene.

(2) Testosterone: 1-beta-Hydroxyan-
drost-4-en-3-one.

(b) Sponsor. See No. 000003 in § 510.-
600(c) of this chapter.

(c) Related tolerances. See §§ 556.190
and 556.708 of this chapter.

(d) Conditions of use. It is used as a
subcutaneous ear implantation for beef
cattle as follows:

(1) Amount per dose. Testosterone, 120
milligrams plus diethylstilbestrol, 24
milligrams.

(2) Indications for use. Stimulation of
growth and of rate of finishing of beef
cattle.

(3) Limitations. One dose per animal;
may be repeated after 60 days; do fiot
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use within 21 days of slaughter; may be It includes directions for adding the nec-
administered to cattle being fed diethyl- essary amount of sterile distilled water to
stilbestrol in accordance with table 1, produce a 0.5 to 4 percent solution of
item 1, of § 121.241(b) of this chapter. sodium thiamylal.

5 (2) Sponsor. See No. 000071 In § 510.-§ 522.2404 Thin arbitone sodium for 600(c) of this chapter.
inljectionl. (3) Conditions of use. The drug is

(a) Specifications. Thialbarbitone used either as the sole intravenous anes-
sodium for injection when reconstituted thetic ageht for major and minor surgery
with sterile distilled water provides 94 or for intubation and induction of anes-
milligrams of thialbarbitone sodium per" thesi, prior to the administration of a
milliliter of solution. - volatile anesthetic as follows:

(b) Sponsor. See No. 000856 in § 510.- () The drug is administered to Iil-
600(c) of this chapter. tinily anesthetize an average-sized dog or

(c) Conditions of use. (1) The drug is eat' in an approximate quantity calcu-
administered as a. general anesthetic in lated on the basis of 40 milligrams per 5
surgical procedures. on dogs, cats, swine, pounds of body weight. Young animals
sheep, cattle, and horses. The drug is may require a larger dose than do older
used for procedures of relatively short animals. Lower dosage is generally appli-
duration. However, the period of anes- cable to larger and older animals, those
thesia can be lengthened by slower initial in poor physical condition, and brachio-
injection and supplemental administra- cephalic breeds.
tion during surgery. (Ii) It is administered to horses di-

(2) It is administered intravenously. rectly into the jugular vein for light
The drug is injected slowly to dogs, cats, anesthesia, it is administered at 1 gram
cattle, sheep, and swine. For horses, it is to animals weighing from 500 to 1,100
recommended that a pre-anesthetic se- pounds. For deeper anesthesia, It is ad-
dation be administered to the horse 30 ministered at a dosage of 40 milligrams
minutes before the drug is administered, per 12 pounds of body weight; supple-
The drug is then injected rapidly and mental volatile liquid or gas may be used
completely. The drug is used at the If desired to prolong anesthesia.
following dosage levels: (iii) It is administered to swine at 40

Weight of Dosage in milligrams per 5 pounds of body weight.
Species animaln Mgrams It is administered either into the an-

pounds per pound terior vena cava or into the external ear

Dog.................. OverSO ......... 14.1 vein, depending upon the size of- the
Do.............30-50 ............ 18.8 animal.
Do ---------------- Under0-------- ---0 23, (iv) It is administered to cattle ntra-Do ----------------- Under 10 -------- 28,.2

cat ..................................... 31.3-37.6 venously either at 20 milligrams per 5
morse ................................... .- 7.8 pounds of body weight from a 2 percent

Cattle and swine ......................... 4 p o wm e
Calvcs and sheep ----------------------- P. 4-IL. 8 solution or at 40 milligrams per 7 pounds

of body weight from a 4 percent solution.
3) Federal Law restricts this drug to (v) Federal law restricts this drug to

use by or on the order of a licensed use by or on the order of a licensed
veterinarian, veterinarian.
§ 522.2424. Sodiun thiamylal for injec- § 522.2444 Sodium thiopental implanla-

tion. tion or injectable dosage forms.

(a) (1) Specifications. Sodium thi- § 522.2444a Sodium thiopental for in-
amylal for injection is a sterile dry jection.
powder containing a mixture of so-
dium thiamylal and anhydrous sodium (a) Specifications. The drug contains
carbonate. It is contained in vials sodium thiopental sterile powder for dilu-
with directions for adding the nec- tion with sterile water for injection.
essary amount of water for injection or (b) Sponsor. See No. 000856 in § 510.-
of sodium chloride for injection in order 600(c) of this chapter.
to produce a 0.5 to 4.0 percent solution (c) Conditions of use. (1) It is used as
of sodium thiamylal. an anesthetic for intravenous adminis-

(2) Sponsor. See No. 000010 in § 510.- tration to dogs and cats during short to
600(c) of this chapter. moderately long surgical and other pro-

(3) Conditions of use. It is used in cedures. It is also used to induce anes-
dogs, as follows: thesia in dogs and cats which then have

(I) (a) To induce anesthesia, surgical anesthesia maintained by use of
(M) For short periods of anesthesia a volatile anesthetic.

(10 to 15 minutes), and (2) It is administered as follows:
(c) As an additional dosage of anes- (i) For brief anesthesia (6 to 10 min-

thetic when needed in major surgery.' utes) a dosage of 6 to 9 milligrams per
(i) An initial dose of approximately pound of body weight is suggested.

8 milligrams per pound of body weight (ii) To obtain anesthesia of 15 to 25
is administered. Additional dosages are minutes duration the suggested dosage
given at approximately one-fourth of the is 10 to 12 milligrams per pound of body
initial dose. weight.

(ii) Federal law restricts this drug to (Iii) Use of a preanesthetic trand-ttil-
use by or on the order of a licensed izer or morphine will decrease the dosage
veterinarian. of sodium thiopental required, provide

(b) (1) Specifications, Sodium thi- foi smoother induction and smoother
amylal for injection is a sterile dry pow- recovery, and sometimes prolong the
der containing a mixture of sodium thia- recovery period. If morphine is used as a
mylal and anhydrous sodium carbonate. preanesthetic agent the dose of the bar-

biturate can be reduced as much as 40
to 50 percent. When a tranquilizer is
administered the barbiturate dosage can
be reduced 10 to 25 percent.

(3) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.
§ 522.2444b Sodium thiopental, sodium

pentobarbial for injection.
(a) Specifications. Each gram of the

drug contains 750 milligrams of sodium
thiopental and 250 milligrams of sodiun
pentobarbital sterile powder for dilution
with sterile water for Injection.

(b) Sponsor. See No. 043731 In § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It Is used
us an anesthetic for-intravenous admin-
istration to dogs and cats during short
to moderately long surgical procedures.

(2) It is administered as follows:
(i) For total anesthesia, It Is given

at approximately 10 to 12 milligrams per
pound of body weight over a period of
3.5 to 5 minutes.

.(il) When preanesthetic medication is
used, It Is important to wait at least an
hour before administering thiopental and
sodium pentobarbital for injection, and
the dosage necessary for anesthesia is
reduced. Usually 2 to % the normal
amount is adequate.
- (3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 522.2480 Trinmcinolono injcection.

(a) Chemical name. 9-Fluro-llp,10e,
17,21 - tetrahydroxyprerna - 1,4 - diene-
3,20-dione. ,

(b) Specifications. Each cubic centi-
meter of trlamonolone injection con-
tains: 2.5 milligrams of triamcinolono
and 10 milligrams of procaine hydro-
chloride with 0.1 percent of sodium bi-
sulfite and 84.4 percent, of polyethylene
glycol 400.

(c) Sponsor. See No. 010042 In § 510.-
600(c) of this chapter.

(d) Conditions of use. (1) The drug Is
indicated for use in dogi and cats for Its
anti-inflammatory activIty.

(2) (1) In dogs, the drug may be given
by intramuscular or subcutaneous injec-
tion at 0.625 milligram for each 10 pounds
of body weight, and, if only one or two in-
[ectlons are anticipated, the dosage may
be doubled. It may also be given to dogs
by Intra-articular administration at from
0.625 milligram to 1.25 nilligrams per
dose. Repeat dosage as indicated.

(ii) In cats, the drug may be given by
intramuscular or subcutaneous injection
at 0.625 milligram for each 10 pounds of
body weight. It may also be given by
intra-artioular administration at from
0.31 milligram to 0.625 milligram per
dose. Repeat dosage as Indicated.

(Il1) Since requirements vary with the
individual animal, recommended dosage
is approximate and muct be adjusted to
the response of the individual animal.

,Generally, initial dosages are at a higher
range. When response is satisfactory,
gradually reduce dosage until a minimum
dose is obtained. This is particularly im-
portant for long-term medication. If
additional treatment or a long-term
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treatment is necessary, trlamcnolone animals, milk that has been taken during
tablets may be used as a maintenance treatment and for 96 hours (8 milklngs)
dosage, after the latest treatment must not be

(3) For use by or on the order of a used for food; as tylosin base.
licensed veterinarian. , (2) Chickens-U() Amount. 25 mil-

§522.2582Triupro--inem hydro o- ligrams per 2 pounds of body weight.
§ r522.2582 i on (ii) Indications for use. As an aid in

ride injection, the control and treatment of chronic
(a) Specificaions. Triflupromazine respiratory disease caused by Afyco-

hydrochloride injection contains 20 mil- plasma gallisepticunm sensitive to tylosin.
ligrams of triflupromazine hydrochloride (il) Limitations. Not for use In laying
in each milliliter of sterile aqueous solu- chickens producing eggs for human con-
tion. sumption; inject 25 milligrams per 2

(b) Sponsor. See No. 000003 in § 510.- pounds of body weight under the loose
600(c! of this chapter. skin of the neck behind the head; If no

(c) Conditions of use. (1) The drug is improvement is noted within 5 days, the
used in dogs, cats, and horses to relieve diagnosis should be reconfirmed; do not
anxiety and to help control psychomotor inject within 3 days of slaughter; as
overactivity as well as to increase the tylosin tartrate.
tolerance of animals to pain'andpruritus. (3) Swine-(i) Amount. 100 to 400
The 'drug is indicated in various office millgramsperl00poundsofbodywelght
and clinical procedures which require per day.
the aid of a tranquilizer, antiemetic, or (ii) Indications for use. Treatment of
preanesthetic. erysipelas, pneumonia, dysentery (vib-

(2) The drug is administered to dogs rionic), arthritis due to pleuro-pneu-
either intravenously at a dosage level of monla-like organisms.
0.5 to 1 milligram per pound of body (i) Limitations. Administer Intra-
weight daily, or intramuscularly at a muscularly for not more than 3 days,
dosage level of 1 to 2 milligrams per do not administer within 4 days of
pound of body weight daily. It is admin- slaughter; as tylosin base.
istered to cats intramuscularly at a dos- (4) Turkeys-() Amount. 6.25 to 12.5
age level of 2 to 4 miigrams per pound milligrams per sinus.
of body weight daily. It is administered (1i) Indications for use. As an aid in
to horses intravenously or intramuscu- the control and treatment of infectious
larly at a dosage level of 10 to 15 milli- sinusitis caused by Mycoplasma galli-
grams per 100 pounds of body weight septicum sensitive to tylosin.
daily to a maximum dose of 100 (i1) Limitations. Do not use in laying
milligrams. turkeys producing eggs for human con-

(3) Not for use in horses intended for sumption; inject 6.25 milligrams or 12.5
food. milligrams per sinus, depending on se-

(4) Do not use in conjunction with verity of condition, treatment may be re-
organophosphates and/or procaine by- peated in 10 days if the swelling persists;
drochloide, because phenothiazines may do not inject within 5 days of slaughter:
potentitate the toxicity of organophos- as tylosin tartrate; may be used in con-
phates and the activity of procaine junction with tylosin in drinking water
hydrochloride. as indicated in § 520.2640(e) (2) of this

(5) Federal law restricts this drug to chapter. "
use by or on the order of a licensed § 522.2662 Xylazine hydrochoride in-
veterinarian. jection.o
§ 522.264( Tylosin. (a) Specifications. ylazine hydro-

(a) Specifications. Tylosin is the anti- chloride injection is a sterile aqueous
biotic substance produced by growth of solution containing xylazine hydrochlo-
Streptomyces fradiae or the same anti- ride equivalent to 100 milligrams of
biotic substance produced by any other xylazine In each mililiter of solution
means, when intended for use in horses and

(b) Sponsor. See No. 000986 in § 510.- containing 20 milligrams of xylazine per
600 (c) of this chapter. milliliter of solution when intended for

(c) Special conideratios. The quan- use in dogs and cats.
tities of antibiotic in paragraph (e) of (b) Sponsor. See No. 000859 in § 510.-
this section refer to the activity of the 600(c) of this chapter.
appropriate standard. (c) Conditions of use. (1) The drug is

(d) Related tolerances. See § 556.740 used in horses, dogs, and cats to produce
of this chapter. sedation, as an analgesic, and a preanes-

(e) Conditions of use. It is used for thetic to local or general anesthesia.
injection into animals as follows: (2) It Is administered as follows:

(1) Cattle-(i) Amount. 100 to 200 (1) To horses from a solution contain-
milligrams per 100 pounds of body weight ing 100 milligrams of xylazine hydro-
per day. chloride per milliliter intravenously at

(ii) Indications for use. Treatment of 0.5 mg. per 100 pounds of body weight or
contagious calf .pneumonia (pneumoen- intramuscularly at 1.0 rag. per 100
teritis), diphtheria, foot rot (necrotic pounds of body weight.
pododermatitis), metritis, and pneu-e (il) To dogs and cats from a solution
monia, containing 20 milligrams of xylazlne hy-

(iii) Limitations. Administer intra- drochloride per milliliter intravenously
muscularly for not more than 5 days; at 0.5 mg. per pound of body weight or
do not ad5inister within 8 days of intramuscularly or subcutaneously at 1.0
slaughter; when used.in milk-producing mg. per pound: of body weight. In dogs

over 50 pounds, a dosage of 0.5 rag. per
pound administered intramuscularly may
provide sufflclent sedation and/or anal-
gesia for most procedures. -

(3) Not to be administeredto food-
producinganimals.

(4) Federal law restricts this drug to
use by or on the order of a. licensed
veterinarian.
§ 522.2680 Zeranol.

(a) Chemical name. 6 - (6,10 - Diiy-
droxyundecyl) - p - resorcylic acid - 1, -
lactone (CuH a O).

(b) Specifications. (1) vMelting point
range 1810-185* C.

(2) ltraviolet absorbance: A solution
of zeranol in methanol having a concen-
tration of 10 micrograms per milliliter
exhibits three maxima at approximately
218,265, and 3 04g.

(c) Sponsor. See No. 012769 in § 510.-
600(c) of this chapter.

(d) meserved]
(e) Related tolerances. See § 556.760

of this chapter.
() Conditions of use. It is used for

subcutaneous ear Implantation in -ani-
mals as follows:

(1) Beef cattle-(l) Amount- Three
12-milligram implants per dose.

(it) Indications for use. For increased
rate of weight gain and improved feed
conversion.

(i) Limitations. For beef cattle (in-
cluding weaned beef calves, growing beef
cattle,, feedlot steers, and feedlot
heifers); do not implant animals within
65 days of.slaughter.

(2) Feedlot lambs-U) Amount. One
12-milligram implant per dose.

(1) Indications for use. For increased
rate of weight gain and improved feed
conversion.

(11) Limitations. Do not implant ani-
mals within 40 days of slaughter.

(3) Suckling beef calves-(i) Amount.
Three 12-milligram implants per dose.

(ii) Indications for use. For increased
rate of weight gain.

(III) Limitations. Do not implant ani-
mals within 65 days of slaughter.

PART 524-OPHTHALMIC AND TOPICAL
DOSAGE FORM NEW ANIMAL DRUGS
NOT SUBJECT TO CERTIFICATION

Sec.
524321 Cephalonlum. polymyxin B sulfate,

flumethasone, Iodochlorhydroxy-
quin. plperocaine hydrochloride
topical-ott ointment.

524.402 Chlorhexidine diacetate ointment.
524.463 Copper naphthenate solution.
524.520 Cuprimyxin cream.
524.541 Dexnmethasone acetate, nitrofura-

thiazide, grisofulvin, undecyl-
enIc acid, tetracalne hydro-
chloride otic suspension.

524.660 Dlmethyl sulfoxide ophthalmic
and topical dosage forms.

524.0Sa DImethyl sulfoxide solution.
524.660b Dimethyl sulfoxide gel.
524.900 Famphur.
524.920 Fenthion.
524.960 Flumethasono, neomycin sulfate

and polymyxin B sulfate oph-
thalmlc solution.

524.981 Fluocinolone acetonide ophthalmic
and topical dosage forms.

524.981a Fluoclnolone acetonlde cream.
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SeC.
524.981b Pl1ocinolone acetonide solution.
524.981a Pluocinolone acetonide, neomycin

sulfate cream.
524.981d Pluocinolone acetonide, dimethyl

sulfoxide solution.
524.981e Fluocinolone acetonlde, dimethyl

sulfoxide otic solution.
524.1000 Flurandrenolide with neomycin

sulfate ointment.
524.1044 Gentamicin sulfate, betameth-

asone valerate otic solution.
524.1200 Kanamycin ophthalmic and top-

ical dosage forms.
524.1200a Kanamycin ophthalmic oint-

ment.
524.1200b Kanamycin ophthalmic aqueous

solution.
524.1204 Kanamycn sulfate,. calcium am-

phomycin, and hydrocortisone
acetate.

524.1301 Mafenide acetate and nitrofur-
azone aerosol powder.

524.1443 Miconazole nitrate cream; mlcon-
azole nitrate lotion.,

524.1484 Neomycin sulfate ophthalmic and
topical dosage forms.

524.1484a Neomycin sulfate ophthalmic oint-
ment.

524.1484b Neomycin sulfate, 9-fluoroprednis-
olone acetate, tetracane hydro-
chloride, and myristyl-gamma-
picolinium chloride, topical
powder.

524.1484c Neomycia sulfate, 9-fluoroprednis-
olone acetate, tetracaine hydro-
chloride ointment.

524.1484d Neomycin sulfate, hydrocortisone
acetate, tetracaine hydrochlo-
ride ear ointment.

524.1484e Neomycin sulfatb and polym'yxin
B sulfate ophthalmic solution.

524.1484f Neomycin sulfate, prednlsolone-
acetate, tetracaine hydrochlo-
ride eardrops.

524.1484g Neomycin sulfate-thiabendazole-
dexamethasone solution.

524.1580 Nitrofurazone - nifuroximediper-
odon hydroChloride ear solution.

524.1600 Nystatin ophthalmic and topical
dosage forms.

524.1600a Nystatin, neomycin, thlostrepton,
and trIamcinolone acetonide
ointment.

524.1600b Nystatin, neomycn, thlostrepton,
and triamcinolone acetonide
ophthalmic ointment.

524.1662 Oxytetracycline hydrochloride
ophthalmic and topical dosage
forms..

524.1662a Oxytetracycline hydrochloride
and hydrocortisone spray.

524.1662b Oxytetracycline hydrochloride,
polymyxin B sulfate ophthalmic
ointment.

524.1695 Pancreatic dornase.
524.1742 N- (Mercaptomethyl) phthallm-

ide S-(O,O-dimethyl phosphoro-
dithloate) emulsifiable liquid.

524.1880 Prednisolone-neomycin sulfate
ophthalmic ointment.

524.1881 Prednisolone acetate ophthalmic
and topical dosage forms.

524.1881a Prednisolone acetate, sodium sul-
tacetamide, neomycin ointment.

524.1881b Prednisolone acetate - neomycin
sulfate sterile suspension.

524.1883 Prednisolone sodium phosphate-
neomycin sulfate ophthalmic
ointment.

-b24.1082 Proparacaine hydrochloride oph-
thalmic solution.

524.2140 Squalane, pyrethrins and pipero-
nyl butoxide.

524.2481 Triamcinolone acetonide cream.
524,2542 Triethanolamine polypeptide ole-

ate-condensate otic solution.
524.2620 Liquid crystalline trypsin, peru

balsam, caster oil.
524.2640 Tylosin, neomycin eye powder.

AurHORrTY: Sec. 512(1), (n), 82 Stat. 347,
350-351 (21 U.S.C. 360b(i), (n)).

§ 524.321 Cephalonium, polymyxin B
sulfate, flumethasone, lodochlorhy-
droxyquin, piperocaine hydrochlo.
ride topical-otic ointment.

(a) Specifications. Each gram of the
drug contains 10 milligrams cephalon-
ium, 5,000 units polymyxin B sulfate, 0.25
milligram flumethasone, 30 milligrams
iodochlorhydroxyquin, and 40 milligrams
piperocaine hydrochloride in a suitable
and harmless ointment base.

(b) Sponsor. See No. 000986 in § 510.-,
600(c) of this chapter.

(c) Conditions of use. The drug is rec-
ommended for dermal and otic use on
dogs and cats for the treatment of the
following conditions when complicated
by bacteria, yeast, or fungus: Pyoderma-
titis, allergic dermatitis, dermatophy-
tosis, nonspecific pruritus, and external
otitis. For mild inflammations a periodic
treatment of applying from once daily to
twice weekly may be indicated. In severe
conditions apply once or twice daily when
continuous treatment may be indicated.
Dosage per treatment should not exceed
300 milligrams of the ointment. For otic
use treatment should not exceed a total
of 12 days. For use only by or on the order
of a licensed veterinarian.
§ 524.402 Chlorhexidine diacetate oint-

ment.
(a) Specifications. The product con-

talns 1 percent of chlorhexidine diacetate
in an ointment base.

(b) Sponsor. See No. 000856 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
used as a topical antiseptic ointment for
surface wounds on dogs, cats, and horses.

(2) The wound area is carefully
cleansed and the drug is applied daily.

(3) The drug is not to be used in horses
intended for use as food.

§ 524.463 Copper naphtheiuate solution.

(a) Specification. The drug contains
37.5 percent copper naphthenate in a
suitable solute.

(b) Sponsor. See No. 000046 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) -It is used in
the treatment of lesions in horses, cat-
tle, swine, sheep, goats, and dogs includ-
ing footrot, ringworm, wounds, for dry-
ing up superficial sores, for drying
necrotic material for subsequent re-
moval, to keep open lesions clean, and
for treating udder sores. It is used in
cattle for treating heal cracks, hoof
punctures, and dehorning wounds. It Is
used in horses for treating thrush,
scratches, and for toughening hooves
(spongy). It is used in dogs for treating
cracked skin over elbows and for tough-
ening foot pads.

(2) Necrotic material should be re-
moved prior to application if damage is
extensive. The drug is applied daily.
If a scab is present, the drug should be
applied once a day until the scab is easily
removed; then the drug is applied every
other day until fully healed. After de-
horning, the drug is applied to the open
wound with a swab.

(3) Do not use on teats of lactating
dairy animals.
§ 524.520 Cuprimyxin cream.

(a) Specifications. The drug contains
0.5 percent cuprtmyxin (6-methoxy-1-
phenazinol 5, 10-dioxide, cupric com-
plex) in an aqueous cream base.

(b) Sponsor. See No. 000004 In § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) Cuprlmyxin
is a broad spectrum antibacterial and an-
tifungal cream for the topical treatment
of superficial infections In dogs and cats
caused by bacteria, dermatophytes (Tri-
chophyton spp.; Microsporum spp.) and
yeast (Candida albicans) affecting skin,
hair, and external mucosae.

(2) The cream is applied twice daily
to affected areas by rubbing Into lesions.
Treatment should be continued for a
few days after clinical recovery to avoid
possible relapses.

(3) After application to cutaneous
areas, a change in color from dark green
to pink Is due to the liberation of free
myxin from Its copper complex.

(4) If no response is seen within seven
days, diagnosis and therapy should be
reevaluated. If any adverse local reac-
tofi Is observed after topical application,
discontinue treatment.

(5) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 524.541 Dexamethasono acetate, nitro-

furathiazide, griseofulvin, undo.
cylenic acid, tetracainc hydrochloride
otic suspension.

(a) 'Specifications. Dexamethasone
acetate, nitrofurathiazlde, griscofulvin,
undecylenic acid, tetracalne hydrochlo-
ride otic suspension contains In each
milliliter 0.25 milligram dexamethasone
acetate (equivalent to 0.226 milligram
dexamethaone alcohol), 2 milligrams
nitrofurathtazde, 15 milligrams grlseo-
fulvin, 10 milligrams undecylenic acid, 10
milligrams tetracalne hydrochloride.

(b) Sponsoi. See No. 000085 In § 510.-
600 () of this chapter.

(c) Conditions of use. (1) The drug
is indicated for the treatment of acute
otitis externa and as adjunctive therapy
in the treatment of chronic otitis externa
complicated by organisms sensitive to
griseofulvin, undecylenlc acid or nitro-
furathiazide in cats.

(2) Four to 10 drops of the drug are
instilled into the ear canal. Treatment
should be repeated 2 or 3 times daily.

(3) The drug should not be used In
conditions where corticosterolds are con-
traindicated, Do not administer paren-
teral corticosteroids during treatment
with the drug.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 524.660 Dimeiliyl sulfoxide ophithal.

mic and topical dosage forms.

§ 524.660a Dimethyl sulfoxido solution.

(a) Specifications. Dlmethyl sulfoxide
contains 90 percent of dimethyl sulfox-
ide and 10 percent of water.

(b) Sponsor. See No. 000033 In § 510.-
600(c) of this chapter.
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(c) Conditions of use. (1) It is used
or intended for use as a topical appli-
cation to reduce acute swelling due to
trauma:

Ci) In -horses administered 2 or 3
times daily in an amount not to exceed
100 milliliters per day. Total duration of
therapy should not exceed 30 days.

(ii) In dogs administered 3 or 4 times
daily in an amount not to exceed 20
milliliters per day. Total duration of
therapy shouldnot exceed 14 days.

(2) Not for use in horses and dogs
intended for breeding purposes nor in
horses slaughtered forfood. Other topical
medications should only be used when
the dimethyl sulfoxide treated area is
thoroughly dry. Do not administer by
any other route.

(3) For use by or on the order of a
licensed veterinarian.

§ 524.660 Dimethyl sulfoxide gel.
(a) Specifications. Dimethyl sulfoxide

gel, veterinary contains 90 percent
dimethyl sulfoxide in an aqueous gel.

* (b) Sponsor. See No. 000033 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1)- It is rec-
ommended for use on horses as a topical

-application to reduce acute swelling due
to trauma.

(2) It is administered topically to the
skin over the affected area. Liberal ap-
plication should be administered 2 to 3
times daily. Total daily dosage should not
exceed 100 grams: Total duration of
therapy should not exceed 30 days.

(3) Not to be administered to horses
that are to be slaughtered for food or in-
tended for breeding purposes. For topical
application only. Do not administer by
any other route. No other medications
should be present on' the skin prior to
application of the drug.

(4) Federal law restricts this drug to
used by or on the order of a licensed
veterinarian.
§ 524.900 Famphur.

(a) Chemical name. ,O-Dimethyl 0-
Ep-(dimethylsulfamoyl)phenyll phos-
phorothloate.

(b) Specifications. The drug is in liquid
form containing 13.2 percent famphur.

(c) Sponsor. See No. 010042 in § 510.-
600(c) of this chapter.

(d) Special considerations. Do not use
on animals simultaneously or within a
few days before or after treatment with
or exposure to chollnesterase-inhibitlng
drugs, pesticides, or chemicals.

(e) Related tolerances. See 40 CFR
180.233 under the chemical name.

(f) Conditions of-use. (1) The drug is
used as a pour-on formulation for the
-control of cattle grubs and to reduce
cattle lice infestations.

(2) It is used at the rate of 1 ounce
per 200 pounds body weight, not to ex-
ceed a total dosage of 4 ounces, applied
from the shoulder to the tall head as
a single treatment. It is applied as soon
as possible after heel fly activity ceases.
Do'not use on lactating dairy cows or
dry dairy'cows within 21 days of freshen-
ing, calves less than 3 months old, ani-
mals stressed from castration, over-

excitement or dehorning, sick or conva-
lescent animals. Animals may become
dehydrated and under stress following
shipment. Do not treat until they are in
good condition. Brahman and Brahman
crossbreeds are less tolerant of cholines-
terase-Inhibiting insecticides than other
breeds. Do not treat Brahman bulls.

(3) Do not slaughter withIn 35 days
after treatment. Swine should be elimi-
nated from area where run-off occurs.
§ 524.920 Fenthion.

(a) Chemical name. OO-Dimethyl 0-
(4- (methylthio) -m-tolyl] phosphorothi-
oate.

(b) Specifications (1) The drug is in a
liquid form containing 3 percent of fen-
thion.

(2) Sponsor. See No. 000859 in § 510.-
600(c) of this chapter. -

(3) Special considerations. Do not use
on animals simultaneously or within a
few days before or after treatment with
or exposure to cholinesterase-Inhlbiting
drugs, pesticides, or chemicals.

(4) Related tolerances. See 40 CFR
180.214.

(5) Conditions of use. (1) The drug is
used as a pour-on formulation for the
control of grubs and lice in beef and non-
lactating cattle.

(ii) It is used at the rate of one-half
fluid ounce per 100 pounds of body weight
placed on the backline of the animal.
Only one application per season should
be made for grub control and this will
also provide Initial control of lice. A sec-
ond application for lice control may be
made if animals become reinfested, but
no sooner than 35 days after the first
treatment. Proper timing of treatment Is
important for grub control; cattle should
be treated as soon as possible after heel-
fly activity ceases. Cattle should not be
slaughtered within 35 days following a
single treatment. If a second application
is made for lice control, cattle should ndt
be slaughtered within 45 days of the
second treatment. The drug must not be
used within 28 days of freshening of
dairy cattle. If freshening should occur
within 28 days after treatment, do not
use milk as human food for the balance
of the 28-day Interval. Do not treat lac-
tating dairy cattle; calves less than 3
months old; or sick, convalescent, or
stressed livestock. Do not treat cattle for
10 days before or after shipping, wean-
ing, or dehorning or after exposure to
contagious infectious diseases.

(c) Specifications. (1) The drug is in
a liquid form containing 20 percent
fenthlon.

(2) Sponsor. See No. 000859 in § 510.-
600(c) of this chapter.

(3) Special considerations. Do not use
on animals simultaneously or within a
few days before or after treatment with
or exposure to cholinesterase-inhibitlng
drugs, pesticides, or chemicals.

(4) Related tolerances. See 40 CFR
180.214.

(5) Conditions of use. (I) The drug is
applied using an automatic syringe for
the control of grubs in beef and non-
lactating dairy cattle.

(H) It is used on the backline of the
animals at the following rate per animal:
Weight range Dosage150-300 lbs_......'.. ... nI.
301-GCO l3 ---------------------- nil.
CO1-900 lbs ......... 12 mil.
901-1.200 Ibs --------- - - - I L
1,201 It3. and above----------. 20mL

Only one application should be made per
season, and it should be made as soon as
possible after heelfly activity, has ceased
and at least 6 weeks prior to appearance
of grubs in the back. Do not slaughter
within 45 days of treatment. Do not treat
dairy cattle of breeding age; calves less
than 3 months old; or sick, convalescent,
or severely stressed livestock. Do not
treat cattle for 10 days before or after
shipping, weaning, or dehorning or after
exposure to contagious or infectious dis-
eases.
§ 524.960 Flumclasone, neomycin sul-

fate and polymyxin B sulfate oph-
thalmic solution.

(a) Specifications. Each milliliter of
the ophthalmic preparation contains
0.10 milligram flumethasone, 5.0 milli-
grams neomycin sulfate (3.5 millig-ams
neomycin base), and 10,000 units of poly-
myxin B sulfate.-

(b) Sponsor. See No. 000033 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug
is recommended for the treatment of
the Inflammation, edema and secondary
bacterial infections associated with
topical ophthalmological conditions of
the eye such as corneal injuries, incipi-
ent pannus, superficial keratitis, con-
Junctivitis, acute nongranuomatous
anterior uveltis, keratoconjunctivitis,
and blepharitis in the dog.

(2) The recommended dosage is 1 to
2 drops In each eye every 6 hours.

(3) In treating ophthalmological con-
ditions associated with bacterial infec-
tions, the drug is contraindicated in those
cases in which microorganisms are not
susceptible to the antibiotics incorpo-
rated n the drug.

(4) The drug is contraindicated in in-
fectious tuberculous lesions of the eye,
early acute stages of viral diseases of the
cornea and conjunctiva, herpes simplex
lesions of the eye, and fungal infections
of the conjunctiva and eyelids.

(5) The usual precautions and contra-
ndicftions for corticosjerolds and adre-
nocorticolds are applicable with this
drug. Cortlcosterolds may inhibit essen-
tial inflammatory responses intrinsic to
the fundamental healing mechanism.
Adrenocorticold compouhds have been
reported to cause an increase in intra-
ocular pressure. Intraocular pressure
should be checked frequently. Ocular re-
examinations should be made at frequent
intervals during long-term therapy.

(6) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 524.981 Fluocinolone acetonide oph-

thalmic and topical dosage forms.
§ 524.981a Fluocinoloneacetoridecream.

(a) Specifications. The drug contains
0.025 percent fluocinolone acetonide.
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(b) Sponsor. See No. 000033 in § 510.-
600(c) of this chapter-

(c) Conditions of use. (1) The drug
is indicated for the relief of pruritus and
inflamation associated with certain su-
perficial acute and chronic dermatoses
in dogs. It is used in the treatment of
allergic and acute moist dermatitis and
for the relief of superficial inflamma-
tion caused by chemical and physical
abrasions and burns.

(2) A small amount is applied to the
affected area two or three times daily.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 524.981h Fluocinolone acetonide solu-

tion.

(a) Speciftcations. The drug contains
0.01 percent fluocinolone acetonide in
propylene glycol with citric acid.

(b) Sponsor. See No. 000033 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
indicated for the relief of pruritus and
inflammation associated .with otitis ex-
terna and certain superficial acute and
chronic dermatoses in the dog. It is also
Indicated for the relief of pruritus and
inflammation associated with acute otitis
externa and certain superficial acute and
chronic dermatoses in the cat.

(2) A small amount of solution is ap-
plied to the affected area 2 or 3 times
daily.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 524.981c Fluocinolone acetonide, neo-

mycin sulfate cream.
(a) Specifications. The drug contains

0.025 percent fluocinolone acetonide
and 0.5 percent neomycin sulfate (0.35
percent neomycin base).

(b) Sponsor. See No. 000033 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
used in the relief of prfiritis and in-
flammation associated with superficial
acute and chronic dermatoses in dogs. It
is used in the treatment of such condi-
tions as allergic and acute moist derma-
toses and nonspecific dermatoses in
dogs. It is used in the treatment of
wound infections in dogs and cats.

(2) A small amount is applied to the
Infected area two or three times daily.

(3) Federal law restricts this drug to
use by -or on the order of a licensed
veterinarian.
§ 524.981d Fluocinolono acetonide, di-

methyl sulfoxide solution.
(a) Specifitcations. Each milliliter of

solution contains 0.01 percent fluocino-
lone acetonide and 20 percent dimethyl
sulfoxide with propylene glycol and cit-
ric acid.

(b) Sponsor. See No. 000033 in
§ 510.600(c) of this chapter.

(c) Conditions of use. (1) The drug
is used in dogs for the relief -of im-
paction commonly present in apparently
normal anal sacs, for ,the reversal of in-
flammatory changes associated with ab-
normal anal sacs, and to counteract the
offensive odor of anal sac secretions.

RULES AND REGULATIONS

(2) It is administered by instillation of
1 to 2 milliliters Into each anal sac fol-
lowing expression of anal sac coiitents. It
may be necessary to repeat treatment at
60-day intervals to maintain an odor-
free state. The total dosage used should
not exceed 2 milliliters per anal sac per
treatment.

(3) For use-only by or on the order of
a licensed veterinarian.
§ 524.981e Fluocinolone acetonide, di-

methyl sulfoxide otic solution.
(a) Specifications. Each milliliter of

solution contains 0.01 percent of fluoci-
nolone acetonide in 60 percent dimethyl
sulfoxide with propylene glycol and clt
ric acid.

(b) Sponsor. See No. 000033 in
§ 510.600(c) of this chapter.

(c) Conditions of use. (1) The drug is
used in dogs for the relief of pruritis and
inflammation associated with acute and
chronic otitis.

(2) It is administered at 4 to 6 drops
(0.2 milliliter) twice daily into the ear
canal for a maximum period of 14 days. .
-The total dosage used should not exceed
17 milliliters. The ear canal should be
cleansed by some appropriate method
prior to instillation of the solution and
the ear should be massaged gently fol-
lowing instillation.

(3) There should be careful initial
evaluation and followup of infected ears.
Incomplete response or exaderbation of
corticosterold-responsive lesions may be
due to the presence of an Infection which
requires Identification or antibiotic sen-
sitivity testing, and the use of the ap-
propriate antimicrobial agent. As with
any corticosteroid, animals with a gen-
eralized infection should not be treated
with this product without proper suppor-
tive antimicrobial therapy. Preparations
with dimethyl sulfoxide should not be
used in pregnant animals. For use by
or on the order of a licensed veterinarian.
§ 524.1000 Flurandrenolide with neo-

mypin sulfate ointment.
(a) Specifications. Each gram of flur-

andrenolide with neomycin sulfate oint-
ment contains: 0.5 milligram of fiur-
andrenolide and 5 milligrams of neomy-
cin sulfate (equivalent to 3.5 milligrams
of neomycin base) in a bland hydrophilic
ointment base.

(b) Sponsor. See No. 000986 in
§ 510.600(c) of this chapter.

(c) Conditions o1 use. (1) The drug is
recommended for use on dogs for the
topical management of allergic derma-
titis, otitis externa, and superficial pyo-
derma which may be expected to respond
to corticosteroids and which may be
threatened or complicated by bacterial
infections. The drug is applied to the af-
fected areas 2 or 3 times daily until all
evidence of infection has disappeared.

(2) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 524.1044 * Gentamicin sulfate, beta-

methasone valerate otic solution.
(a) Specifications. Each cubic centi-

meter of solution contains gentamicin
sulfate equivalent to 3 milligrams of

gentamicin base and betamethasono
valerate equivalent to 1 milligram of
betamethasone alcohol.

(b) Sponsor. See No. 000085 in
§ 510.600(c) of this chapter.

() Conditions of use. (1) The drug Is
used or indicated for use In dogs In the
treatment of acute and chronic otitis ex-
terna caused by bacteria sensitive to
gentamicin; the drug is also used or In-
dicated for use in dogs and cats in the
treatment of superficial infected lesions
caused by bacteria sensitive to genta-
micin.

(2) (1) For the treatment of acute and
chronic canine otitis externa caused by
bacteria sensitive to gentamicin, the
drug is administered by instillation of 3
to 8 drops of solution into the ear canal
twice daily for 7 to 14 days. Duration of
treatment will depend upon the severity
of the condition and the response ob-
tained. The duration of treatment and/or
frequency of the dosage may be reduced
but care should be taken not to discon-
tinue therapy prematurely. The external
ear and ear canal should be properly
cleaned and dried before treatment. Re-
move foreign material, debris, crusted ex-
udates, etc., with suitable nonirritating
solutions. Excessive hair should be
clipped from the treatment area of the
external ear.

(ii) For the treatment of canine and
feline superficial Infected lesions caused
by bacteria sensitive to gentamicin, the
lesion and adjacent area should be prop-
erly cleaned before treatment. Excessive
hair should be removed. A sufficient
amount of the drug should be applied to
cover the treatment area. The drug
should be administered twice daily for
7 to 14 days.

(3) If hypersensitivity to any of the
components occurs treatment with this
product should be discontinued and ap-
propriate therapy instituted. Concomi-
tant use with other drugs known to in-
duce ototoxicity is not recommended.
This preparation should not be used in
conditions where corticosterods are con-
traindicated. Do not administer paren-
teral corticosteroids during treatment
with this drug. The antibiotic sensitivity
of the pathogenic organism should be de-
termined prior to use of this preparation.

(4) For use by or on the order of a
licensed veterinarian.
§ 524.1200 Kanamycin ophthhalinic and

topical dosage forms.
§ 5 24.1200a Kanamycin opithalmic

ointment.
(a) Specifications. (1) The kanamy-

cin used conforms to the standards of
identity, strength, quality, and purity
prescribed by § 444.30 of this chapter.

(2) The drug, which is in a suitable
and harmless ointment base, contains 3.5
milligrams of kanamycin activity (as the
sulfate) per gram of ointment.

(b) Sponsor. See No. 000015 In
§ 510.600(c) of this chapter.

(c) Conditions of use. It Is indicated
for use in dogs in various eye infection
due to kanamycin sen.itive bacteria. It
is used treating conditions such as con-
Junctivitis, blepharltis, dacryooystltis,
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keratitis, and corneal ulcerations and as
a prophylactic in traumatic conditions,
removal of foreign bodies, and intraocu-
lar surgery. Apply a thin film to the
affected eye three or four times daily or
more frequently if deemed advisable.
Treatment should be continued fdr at
least 48 hours after the eye appears nor-
mal. For use only by-or on the order of a
licensed veterinarian. _.

§ 524.1200b Kanamycin bphthalmic
aqueous solution.

(a) Specifications. (1) The kanamycin
used conforms to the standards of iden-
tity, strength, quality, and purity pre-
scribed by' § 444.30 of this chapter.. (2) The drug, which is in an aqueous
solution-including suitable and harmless
preservatives and buffer substances, con-.
tains 10.0 milligrams of kanamycin ac-
tivity (as the sulfate) per cubic centi-
meter of solution.

(b) Sponsor. See No. 000015 in
§ 510.600(c) of this chapter.

(c) Conditions of use..It is indicated
for use in dogs in various eye infections
due to kanamycin sensitive bacteria. It
is used in treating conditions such as
conjunctivitis, blepharitis, dacryocystitis,
keratitis, and corneal ulcerations and as
a prophylactic in traumatic conditions,
removal of foreign bodies, and intra-
ocular surgery. Instill a few drops into
the affected eye every 3 hours or more
frequently if deemed advisable. Adminis-
ter as frequently as possible for the first
48 hours, after which the frequency of

- applications may be decreased. Treat-
ment should be continued for at least 48
hours after the eye appears normal. For
use only by or on the order of a licensed
veterinarian.
§ 524.1204 Kanamycin sulfate, calcium.

amphomycin, and hydrocortisone
acetate.

(a) Specifications. (1) The kanamy-
cin used conforms to the standards of

-identity, strength, quality, and purity
prescribed by §444.30(a) (1) of this
chapter.

(2) The calcium amphomycin used
conforms to the standards of Identity,
strength, quality, and purity prescribed
by § 455.3 (a) (1) of this chapter.

(3) The drug is in a water-miscible
ointment or cream base and each gram of
ointment or cream contains: 5.0 milli-
grams of kanamycin activity as the sul-
fate, 5.0 milligrams of amphomycin ac-
tivity as the calcium salt, and 10.0 milli-
grams of hydrocortisone acetate.

(b) Sponsor. See No. 00001, in
4510.600(c) of this chapter.

(0) Conditions of use. (1) -It is indi-
cated for use in dogs in the following
conditions associated with bacterial In-
fections cau-ed by organisms susceptible
to one or both antibiotics: Acute otitis
externa furunculosis, foitculitis, pruri-
tus, anal "gland infections, erythema.
-decubital ulcer, superficial wounds, and
superficial abscesses.

(2) The ointment should be applied
to the affected areas of the skin at least
twice- daily. In severe or widespread le-
sions it may be desirable to apply the

ointment more than twice daily. After
some improvement is observed, treat-
ment can usually be reduced to once
daily. Before application, hair in the af-
fected area should be closely clipped and
the area should be thoroughly cleansed
of crusts, scales, dirt, or oter detritus.
When treating infections of the anal
gland, the drug should be introduced
into the orifice of the gland and not
through any fistulous tract. If no re-
spose is evident In 7 days, diagnosis
and therapy should be reevaluated.

(3) For use only by or on the order of
a licensed veterinarian.
§ 524.1301 Mafenide acetate and nitro-furazone aerosol powder.

(a) Specifications. The product is in
an aerosol preparation which contains
6.61 percent of mafenide acetate and 0.12
percent of nitrofurazone as active
ingredients.

(b) Approvals. To No. 000024 in
4 510.600(c) of this chapter.

(c) Conditions of use. (1) It Is In-
-tended for topical application to dogs for
the prophylactic and therapeutic treat-
ment of wound infections and pyogenic
dermatitis caused by a variety of gram-
positive and gram-negative bacteria in-
cluding Staphylococcus sp., Streptococcus
sp., Proteus sp., Pseudomonas sp., Es-
cherichia coli and Aerobacter aerogenes,
and virulent strains of Pseudomonas
aeruginosa.

(2) After cleansing the area to be
treated, apply a light coat of the drug.
Use once or twice daily, usually for up
to 5 days.

(3) Avoid application to eyes.
(4) Occasional transitory local re-

actions (irritation) may occur.
(5) Federal law restricts this drug to

use by or on the order of a licensed
veterinarian.
§524.1443 Miconazolo naitrate cream;

miconazole nitrate lotion.
(a) Specifications. (1) Mlconazole is

1-[2.4-dichloro-p - (2,4 - dichlorobenyl-
oxy) phenethyllimidazole.
. (2) The cream contains 23 milligrams

of miconazole nitrate. (equiv. to 20 mg of
mnlconazole base) per gram.

(3) The lotion contains 1.15 percent
of miconazole nitrate (equiv. to 1 percent
miconazole base).

(b) Sponsor. See No. 011716 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) Mlconazole
nitrate is an antifungal agent for topical

-treatment of infections in dogs and cats
caused by Microsporum cants, Microspor-
urn. gypseum, and Trichophyton menta-
groplytes.

(2) Apply once daily by rubbing into
infected site and into immediate sur-
rounding vicinity. Continue treatment
for 2 to 4 weeks until Infection Is com-
pletely eradicated as determined by ap-
propriate laboratory examination.

(3) Accurate diagnosis of infecting or-
ganismn is essential. Identify by micro-
scoplc examination of a mounting of in-
fected tissue in potassium hydroxide
solution or by culture on an appropriate
medium. .

(4) If no Improvement Is observed in
2 weeks, reevaluate diagnosis and ther-
apy.

(5) Avoid contact with eyes since ir-
ritation may result.

(6) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarlan.

§ 524.1484 Neomycin sulfate ophthal-
mic and topical dosage forms.

§ 524.1484a Neomycin sulfate ophthal-
mic ointment.

(a)'Specifications. Each gram of the
ointment contains 5 milligrams of neo-
mycin sulfate equivalent in activity to
3.5 milligrams of neomycin base.

(b) Sponsor. See No. 017030 in
§ 510.600(c) of this chapter.

c) Conditions of use. (1) 'The drig
Is intended for use in dogs and cats for
the treatment of superficial ocular bac-
terial Infections limited to the conjunc-
tival or the anterior segment of the eye.

(2) The drug is applied four times
each day.

(3) The drug s applied by Inserting
the tip of the tube beneath the lower lid
and by expressing a small quantity of
ointment into the conjunctival sac. The
tip of the tube should not come in contact
with the eye surface.

(4) Severe infections should be sup-
plemented by systemic therapy.

(5) P3rolonged administration of the
drug may permit overgrowth of orga-
nisms that are not susceptible to neomy-
cin. If new infections due to bacteria or
fungi appear during therapy, appropri-
ate measures should be taken.

§ 524.1484b Neomycin sulfate, 9-flu-
oroprednisolone acetate, tetracaine-
hydrochloride, and myristyl-gamma-
picolinium chloride, topical powder.

(a) Specifications. The product con-
tains 5 milligrams of neomycin sulfate,
equivalent to 3.5 milligrams of neomycin
base, 1 milligram of 9-fluoroprednisolone
acetate, 5 milligrams of tetracaine
hydrochloride and .2 milligram of
myrlstyl-gamma-plcoliniun chloride in
each gram of the product in a special ad-
herent powder base.

(b) Sponsor. See No. 000009 in
1 510.600(c) of this chapter.

c) Conditions o1 use. (1) It is used in
horses, dogs, and cats in the treatment
or adjunctive therapy of certain ear and
skin conditions when such conditions are
caused by or associated with neomycin-
susceptible organisms and/or allergy. In
addition the product is indicated as
superficial dressing applied to minor
cuts, wounds, lacerations, abrasions, and
for postsurgical application where re-
duction of pain and inflammatory re-
spouse Is deemed desirable. The product
may be used as a dusting powder follow-
ing amputation of tails, claws, and dew-
claws and following ear trimming, cast-
rating, and such surgical procedures as
ovarlhysterectomies. The product may
also be used in the treatment of acute
otitis externa In dogs, acute molst der-
matitis and interdigital dermatitis in
dogs.
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(2) Federal law -restricts this drug to therapy with the product should be
use by or on the order of a licensed stopped. Incomplete response or exacer-
veterinarian. bation of corticosteroid responsive le-

§ 524.1484c Neomycin sulfate, 9-flu- sions may be due to the presence of
oroprednisolone acetate, tetracaine nonsusceptible organisms or to prolonged
hydrochloride ointment, use of antibiotic-containing preparations

resulting in overgrowth of nonsusceptible
(a) Specifications. The drug contains organisms, particularly Monilia.

5 milligrams of neomycin sulfate (equiv- (3) Federal law restricts this drug to
alent to 3.5 milligrams of neomycin use by or on the order of a licensed
base), 1 milligram of 9-fluoropredniso- veterinarian.
lone acetate, and 5 milligrams of tetra-
caine hydrochloride in each gram of § 524.1434e Neomycin sulfate and poly-
ointment. myxin B sulfate ophthalmic solution.

(b) Sponsor. See No. 0006"09 in (a) Specifications. Each milliliter of
§ 510.600(c) of this chdpter. the ophthalmic preparation contains 5.0

(c) Conditions of use. (1) It is used in milligrams neomycin sulfate (3.5 mill-
treating such conditions as acute otitis grams neomycin base), and 10,000 Units
externa in dogs and to a lesser degree, of polymyxin B sulfate.
chronic otitis externa in dogs. It also is (b) Sponsor. See No. 000033 inc
effective lii treating anal gland Infections § 510.600 (c) of this chapter.
and moist dermatitis in the dog and is a (c) Conditions of use. (1) The drug
useful dressing for minor cuts, lacera- is recommended for the treatment of
tions, abrasions, and post-surgical ther- bacterial infections associated with topi-
apy in the horse, cat, and dog. It may cal ophthalmological conditions such as
also be used following amputation of corneal injuries, superficial keratitis,
dewelaws, tails and claws, following ear conjunctivitis,,keratoconjunctivitis, and
trimming and castrating operations. blepharitis in the dog.

(2) In treatment of otitis externa and (2) The recommended dosage is 1 to
other inflammatory conditions of the ex- 2 drops per eye every 6 hours.
ternal ear canal, a quantity of ointment (3) In treating ophthalmological con-
sufficient to fill the external ear canal ditions associated with bacterial infec-
may be applied one to three times daily. tions the drug is contraindicated in those
When used on the skin or mucous mem- cates in which microorganisms are non-
branes, the affected area should be susceptible to the antibiotics incorpo-
cleansed, and a small amount of the oint- rated in the drug.
ment applied and spread or rubbed In (4) Federal law restricts this drug to
gently. The involved area may be treated use by or on the order of a licensed
one to three times a day and these daily veterinarian.
applications continued in accordance § 524.1484f Neomycin sulfate, pred-
with the clinical response. nisolone acetate, tetracaine hydro-

(3) Tetracaine and neomycin have the chloride eardrops.
potential to sensitize. Care should be
taken to observe animals being treated (a) Specifications. The product con-
for evidence of hypersensitivity or al- talns 5 milligrams of neomycin sulfate,
lergy to the drug. If such signs are noted, equivalent to 3.5 milligrams of neomycin
therapy with the drug should be stopped. base, 2.5 milligrams of prednisolone ace-
Treatment should be limited to the tate, and 5 milligrams of tetracalne by-
period when local anesthesia is essential drochloride In each milliliter of sterile
to control self-inflicted trauma. suspension.

(4) Federal law restricts this drug to (b) Sponsor. See No. 000009 in
use by or on the order of a licensed vet- § 510.600 (c) of this chapter.
erinarian. (c) Conditions of use. (1) It is useful

in treating such conditions as acute otitis
§ 524.1484d Neomycin sulfate, hydro- externa and, to a lesser degree, chronic

cortisone acetate, tetracaine hydro- otitis externa in dogs and cats. It is in-
chloride ear ointment. dicated as treatment. or adjunctive

(a) Speciftcations. The product con- therapy of certain ear conditions in dogs
tains 5 milligrams of neomycin sulfate, and cats caused by or associated with
equivalent to 3.5 milligrams of neomycin neomycin-susceptible organisms and/or
base, 5 milligrams of hydrocortisone ace- allergy. In otitis externa, 2 to 6- drops.
tate, and 5 milligrams of tetracaine by- may be placed in the external ear canal
drochlorlde in each gram of ointment. two or three times daily.

(b) Sponsor. See Nos. 011904 and (2) Incomplete response or exacerba-
000009 in § 510.600(c) of this chapter. tion of corticosterold responsive lesions

(c) Conditions of use. (1) It is indi- may be due to the presence of nonsus-
cated for treating acute otitis externa ceptible organisms or to prolonged use
and, to a lesser degree, chronic otitis of antibiotic-containing preparations
externa In dogs and cats. In treatment of resulting in overgrowth of nonsusceptible
ear canker and other inflammatory con- organisms, particularly Monlia. Thus, if
ditions of the external ear canal, a quan- improvement is not noted, within 2 or 3
tity of ointment sufficient to fill the ex- days, or If redness, irritation, or swelling
ternal ear canal may be applied one to persists or increases. the diagnosis should
three times daily. be redetermined and appropriate ther-

(2) Tetracaine and neomycin have the apeutic measures Initiated. Tetracalne
potential to sensitize. Care should be -

taken to observe animals being treated and neomycin have the potential to sen-
for evidence of hypersensitivity or allergy sitize. Care should be taken to observe
to the product. If such signs are noted, -animals being treated for evidence of

hypersensitivity or allergy. If such signs
are noted, therapy ,hould be stopped.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 524.1484g Neomycin sulfate-tla

bendazoie-dexamithasono solution.
(a) Specificatlon,. Each cubic centi-

meter of neomycin sulfate-thiabenda-
zole-dexamethasone solution contains:
40 milligrams of thiabendazole, 3.2 mil-
ligrams of neonycin (from neo-
mycin sulfate), and 1 milligram of
dexamethasone.

(b) Sponsor. See No. 000000 In
§ 510.600(c) of this chapter.

(c) Conditions of use. (1) The drug is
recommended for use as an aid In the
treatment of bacterial, mycotic, and In-
flammatry dermatoses and otitis ox-
tera in dogs and cats.

(2) In treating dermatoses affecting
areas other than the ear, the surface of
the lesions should be well moistened (two
to four drops per square Inch) twice
daily. n treating otitis externa, five to 15
drops of the drug should be Instilled In
the ear twice daily. The drug is lim-
ited to 7 days maximum duration of
administration.

(3) For use only by or on order of a
licensed veterinarian.
§ 524.1580 Nitrofurazono - nlfuroximc-

diperodon hydrocldoride ear solu.
tion.

(a) Specijtcations. Nitrofurazone-
nifuroxime-diperodon hydrochloride ear
solution contains on a weight-In-welght
basis 0.2 percent nitrofurazone; 0.375
percent nifuroxime, and 2 percent diper-
odon hydrochloride in a water soluble
vehicle.

(b) Sponsor. See No. 000035 In § 510.-
600(c) of this chapter.

(c) Conditions of use. The drug is rec-
ommended for use in dogs in the treat-
ment of bacterial ear Infections caused
by organisms sensitive to nitrofurazono
and/or nifuroxime. It Is administered
two or three times daily. The drug Is not
intended for prolonged use. Sensitivity
to the drug may develop. If redness, Ir-
ritation, or swelling persists or ncreaseo,
use of the drug should be discontinued
and a veterinarian consulted.
§1524.1600 Nystatin oplthalmic and

topical dosage forms.
§524.1600a Nystatin, ncomycin, do-

strepton, and triamcinolone acetonide
ointment.

(a) Specifications. Each cubic centi-
meter of ointment contains: 100,000 units
of nystatin, neomycin sulfate equivalent
to 2.5 milligrams of neomycin base, 2,500
units thiostrepton, and 1.0 milligram of
triamclnolone acetonde.

(b) Sponsor. See No. 000003 In § 510.-
600(c) of this chapter.

(c) Conditios of use. (1) The drug is
recommended for local therapy as an
anti-inflammatory, antipruritic, anti-
fungal, and antibacterial ointment for
the topical therapy of cutaneous dis-
orders in cats and dogs. It is used In the
treatment of acute and chronic otdtls of
varied etiologies, in nterdigital cysts in
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cats and dogs, and in anal gland Infec- § 524.1662 Oxytetracycline hydro-
tions in dogs. It is also indicated in the chloride ophthalmic and topical dos-
management of dermatologic disorders age forms.
characterized by inflammation and dry § 524.16621 Oxytetracycline hydrocido-
or exudative dermatits particularly those ride and hydrocortisone spray.
caused, complicated, or threatened by
bacterial or candidal (Candida albicans) (a) Specifications. Each 3-ounce unit

infections. It is also used in eczematous of oxytetracycline hydrochloride-and by-

dermatitis, contact dermatitis, and sebor- drocortisone spray contains 300 mll-

rheic dermatitis and as an adjunct in the grams of oxytetacycline hydrochloride

treatment of dermatitis due to parasitic and 100 milligrams of hydrocortisone
infestation. with an inert freon propellant such that

(2) It is to be administered as follows: a 1-second spray treatment will deliver
... Fro.ts. Cla ofim approximately 2.5 milligrams of oxytet-1I) For otiti1s: Clean ear canal of i- .o.1..hahr, n l

pacted cerumen. Inspect canal and re-racycline hydrochloride and 0.8 mili-

m e asuch as grass.ram of hydrocortisone.move any foreign bOdies s ga, (b) Sponsor. See No. 000069 In § 510.-
awns, ticks, etc. Instill three to five drops 00(c) of this chapter.

of ointment. Preliminary use of a local (c) Conition of use. () The drug is

anesthetic may be advisable. indicated for relief of discomfort and

(ii) For infected anal glands, cystic continued treatment of many allergic,

areas, etc.: Drain gland or cyst and then infectious, and traumatic skin cond-
fill with ointment. tions. The indications include prevention

(lii) For other dermatologic disorders: of bacterial Infections In supernia

Clean affected areas and remove any en-

crusted discharge or exudate. Apply oint- wounds, cuts, and abrasions, treatment
mentsparinglyina thinr flm. of allergic dermatoses, including urtl-

(iv) Frequency of administration is carla eczemas, insect bites, and cutane-

deendent-upon the severity of the con- ous drug reactions, infections asso-

dition. For mild inflammations, applica- cated with minor burns and wounds, and

tion may range from once daily to once nonspecific prurltus in dogs and cats. ,
a week; for-severe conditions the oint- (2) Asmallquantltyshouldbesprayed
ment may be applied as often as two to -on -the affected surface by holding the

three times daily. Freq'uency of treat- container about 6 inches from the area

ment may be decreased as-improvement to be treated and pressing the nozzle for

occurs. a1 or 2 seconds. Only suficient spray to
coat the skin thinly is necessary. The ap-

§ 524.1600b Nystatin, neomycin, thio- plicatlon of small amounts at frequent
strepton, and triamcinolone acetonide intervals will give best results. Before
ophthalmic ointment, treating animals with long or matted

(-a) Specifications. Each cubic centi- * hair, it may be necessary to cllp the
meter of ointment contains: 100,000 affected area or spread the hairs to al-
unitsbfnystitinneomycin sulfate equiv- low the medication to contact the skin
alent to 2.5 milligrams of neomycin base, surface. Relief may be noted following
2,500 units of thiostrepton, and 1.0 milli- the first or second treatment; however,
gram bf triamcinolone acetonide. treatment should not be discontinued

(b) Sponsor. See No. 000003 in 1 510.- too soon after the initial favorable re-
600(c) of this chapter. spose has been obtained.

- c) Conditions of use. (1) The drug is (3) Keep away from eyes or other
recommended for ophthalmic use as an mucous membranes; avoid inhaling; use
anti-inflammatory, antipruritic, anti- with adequate ventilation; in case of
fungal (Candida albicans), and anti- deep or *puncture wounds or serious
bacterial ointment for local therapy in burns, consult a veterinarian.
keratitis and conjunctivitis in cats and § 524.1662b Oxytetracycline hydrochlo-
dogs. and for infectious keratoconjunc- ride, polymyidn B sulfate ophthalmic
tivitis (pink eye) in cattle. ointment.

(2) It is to be administered as follows:
i) For conjunctivitis and keratitis: (a) Speciftcations. Each gram of the

Apply one drop of ointment to the af- ointment contains oxytetracycline hydro-
fected eye(s) two or three times daily. chloride equlvalent to 5 milligrams of
Treatmiefit may be continued for up to oxytetracyllne and 10.000 units of poly-

weeks if necessary. nyxin B sulfate.
(ii) For bovine infectious keratocon- (b) Sponsor. See No. 000069 in § 510.-

Junctivitis: Apply small line of ointment 600(c) of this chapter.
to the affected eye(s) once daily. Treat- (c) Conditions of Use. (1) The drug is
ment may be continued for up to 2 weeks used for the prophylaxis and local treat-
if necessary. ment of superficial ocular infections due

(iii) Frequency of -administration is to oxytetracycline- and polymysin-
dependent on the severity of the condi- sensitive organisms. These infections in-
tion. For mild inflammations, applica- lude the following: Ocular infections
tions may range from once daily to once due to streptococci, rlckettsiae, E. colf,
a week; for-severe conditions the drug and A. aerogenes (such as conjunctivitis.
may be applied as often as two to three keratitis, pinkeye, corneal ulcer, and
times daily. Frequency of treatment may blepharitis in dogs, cats, cattle, sheep,

decreased as improvement occurs and horses); ocular infections due to
be Frse ol bmpr onen ordr secondary bacterial complications asso-

(3) For use only by or on the order of elated with distemper in dogs; and
alicensed-veterinarian. ocular infections due to bacterial Inflam-

matory conditions which may occur sec-
ondary to other infectious diseass in
dogs, cats, cattle, sheep, and horses.

(2) It is adminstered topically to the-
eye two to four times daily.

(3) Allergic reactions may occasionally
occur. Treatment should be discontinued-
if reactions are severe. If new infections
due to nonsensitive bacteria or fungi
appear during therapy, appropriate
measures should be taken.

§ 524.1695 Pancreatic dornase.
(a) Specificatfons. Pancreatic dornase

is the enzyme desoxyribonuclease ex-
tracted from beef pancreas and lyophi-
lized. It is sterile and packaged in vials
containing 100.000 units of the drug.

(b) Sponsor. See No. 000006 in § 510.-
600(c) of this chapter.

(c) Special considerations. The drug
should be maintained under refrigera-
tion and used immediately upon
reconstitution.

d) Conditions of use. (1) It is used
for enzymatic debridement of pathologic
conditions in animals.

(2) The drug is reconstituted with
sterile water for injection or with sodium
chloride injection. The usual dosage is
50,000 to 100,000 units of reconstituted
pancreatic dornase alone or with an anti-
biotic. It is admlnistr as an irrigation
or as a wet dressing or is injected directly
into the infected area.

(3) Federal law restricts this drug to -
use by or on the order of a licensed
veterinarian.
§ 524.1742 N.Mcrcaptomethyl) phthal-

imide S-(O,O-dimethyl phosphorodi-
thioate) emulsifiable liquid.

(a) Speciftcations. The emulsifiable
liquid contains 11.6 percent N-(mereap-
tomethyl) phthalmide S-COO-dimethyl
phosphorodithloate).

(b) Sponsor. See No. 017032 in § 510.-
600(c) of this chapter.

(c) Conditions of use-() Methods
of application. Methods of application to
control the following conditions on beef
cattle:
To control:

Grubs--- --
i ce ............

Hornfies_ ...
Cattle tlcls....
Southern cattle

ticks.

Hethoe. of i1se
Dip, pour-on, or spray.
Dip, pour-on, or spray.
Spray.
Dip or spray.
Dip or spray.

(U) Dip rat procedure. (a) Prior to
charging vat, empty old contents and
thoroughly clean the vat. Add water to
the vat. Add the drug at a rate oX 1 gallon
to each 60 gallons water. Add triple
super phosphate at a rate of 100 pounds
per 1,000 gallons of vat solution. Super
phosphate Is added to control the pH
of the solution and insure vat stability.
Super phosphate is usually available at
most fertilizer dealers as 0-45-0, or 0-46--
0. Stir the vat thoroughly, preferably
with a compressed air device. however,
any form of thorough mixingis adequate.
Re-stir vat contents prior to each use.
During the dipping operation, each time
the vat's volume is reduced by 2A of its
initial volume, replenish the vat with
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water and add the drug at a rate of 1
gallon for each 50 gallons water added.
Also add super phosphate at a rate of
10. pounds per 100 gallons of additional
solution. Stir well and resume dipping.
Repeat replenishment process as neces-
sary. For evaporation, add additional
water accordingly. For added water due
to rainfall, merely replenish vat with the
product according to directions.

(b) Vat should be emptied, cleaned,
and recharged each time one of the fol-
lowing occurs: When the vat has been
charged for 60 days. When the dip be-
comes too foul for satisfactory use, with-
in the 60-day limit. If the number of
animals dipped equals the number of
gallons of the initial bath volume, within
the 60-day limit.

(ii) Spray method. To prepare the
,spray, mix 1 gallon of the drug with 49
gallons of water and stir thoroughly.
Apply the fresh mixture as a high-pres-
sure spray, taking care to wet the skin,
not Just the hair. Apply to the point of
"runoff", about 1 gallon of diluted spray
per adult animal. Lesser amounts will
permit runoff for younger animals.

(iII) Pour-on method. Dilute 1 part of
the drug with 2 parts of water by slowly
adding the water to the product while
stirring. Apply 1 ounce of the diluted
mixture per 100 pounds of body weight
(to a maximum of 8 ounces per head)
down the center line of the back.

(2) Timing of applications for cattle
grub control. For optimum cattle grub
control, it is Important to treat as soon
as possible after the heel fly season, be-
fore the grub larvae reach the gullet or
spinal canal, as the rapid kill of large
numbers of larvae in these tissues may
cause toxic side effects such as bloat,
salivation, staggering, and paralysis.

(3) Warnings. The drug is a cholines-
terase inhibitor. Do not use this drug on
animals simultaneously or within a few
days before or after treatment with or
exposure to cholinesterase-inhibiting
drugs, pesticides, or chemicals. Do not
apply within 21 days of slaughter. For
use on beef cattle only. Do not treat sick,
convalescent, or stressed cattle, or calves
less than 3 months old except in Federal
or State eradication programs where im-
mediate treatment of all animals in an
infested herd is mandatory. Be sure free
access to drinking water is available to
cattle prior to dipping. Do not dip ex-
cessively thirsty animals. Do not dip ani-
mals when overheated. Repeat treatment
as necessary but not more often than
every 7 to 10 days. Treatment for lice,
ticks, and hornffiles may be made any
time of the year except when cattle grub
larvae are in the gullet or spinal cEnal.
Treatment for lice and ticks may be made
any time 7 to 10 days following treatment
for grubs. Do not treat grubs when the
grub larvae are In the gullet or spinal
canal. Do not get in eyes, on skin, or on
clothing. Do not breathe spray mist.
Wear rubber gloves, goggles, and protec-
tive clothing. In case of skin contact,
wash immediately with soap and water;
for eyes, flush with water. Wash all con-
taminated clothing, with soap and hot
water before re-use.

RULES AND REGULATIONS

(d) Related tolerances. See 40 CFR
§ 180.261.
§ 524.1880 Prednisolone-negmycin sul-

fate ophthalmic ointment.
(a) Specifications. Prednisolone-neo-

mycin sulfate ophthalmic ointment con-
tains 2 milligrams prednisolone and 5
milligrams neomycin sulfate (equivalent
to 3.5 milligrams neomycin base) in
each gram of ointment.

(b) Sponsor. See No. 017030 in § 510.-
600 (c) of this chapter.

(c) Conditions of use. The drug is
recommended for use in superficial ocu-
lar inflammations or infections limited
to the conjunctiva or the anterior seg-
ment of the eye of cats and dogssuch
as those associated with allergic reac-
tions or gross irritants. A small quantity
of the ointment should be expressed into
the conjunctival sac four times a day for
7 days. After 7 days, if clinical improve-
ment is not. noted, reevaluation of the
diagnosis should be considered. All topi-
cal ophthalmic preparations containing..
corticosteroids with or without an anti-
microbial agent are contraindicated in
the initial treatment of corneal ulcers.
They should not be used until the infec-
tion is under control and corneal regen-
eration is well underway. For use only
by or on the order of a licensed veteri-
narian.
§ 524.1881 Prednisolone acetate oph-

thalmic and topical dosage forms.
§ 524.1881a Prednisolone acetate, sodi-

um sulfacetamide, neomycin oint-
ment

(a) Specifications. Each gram of oint-
ment contains 5_milligrams of pred-
nisolone acetate, 100 milligrams of
sodium sulfacetamide, and 2.5 mIlli-
grams of neomycin sulfate (equivalent
to 1.75 milligrams of neomycin base) in
a white petrolatum and mineral oil base.

(b) Sponsor. See No. 000085 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
indicated for treating external eye and
ear infections caused by bacteria sensi-
tive to neomycin or sodium sulfacetamide
and the inflammation, edema, and al-
lergy which often accompany these
conditions in dogs and cats.

(2) Application of the drug for eye
and ear purposes should be made fre-
quently, a thin film should be applied
three or four times daily. In chronic con-
ditions, withdrawal of treatment should
be carried out by gradually decreasing
the frequency of application.

(3) All topical ophthalmic prepara-
tions containing corticosterolds, with or
without an antimicrobial agent, are con-
traindicated in the initial treatment of
corneal ulcers. They should not be used
until the infection is under control and
regeneration is well underway.

(4) Federal law restricts this drug to
use by or on the'order of a licensed
veterinarian.
§524.1881b Prednisolone acetate-neo-

mycin sulfate sterile suspension.

(a) Specifications. Prednisolone ace-
tate-neomycin sulfate sterile suspension
contains 2.5 milligrams of prednisolone

acetate and 5 milligrams of neomycin
sulfate (equivalent to 3.5 milligrams of
neomycin base) in each milliliter of
sterile suspension.

(b) Sponsor. See No. 000009 In § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug is
indicated for treating infectious, allergic
and traumatic keratitis and conjunctivi-
ts, acute otitis externa, and chronic otitis
externa in dogs and cats.

(2) For beginning treatment of acute
ocular inflammations 1 or 2 drops may
be placed In the conjunctival sac 3 to 6
times during a 24 hour period. When im-
provement occurs, the dosage may be
reduced to 1 drop 2 to 4 times daily. In
otitis externa, 2 to 6 drops may be placed
in the external ear canal 2 or. 3 times
daily,

(3) All topical ophthalmic preparations
containing corticosterolds with or with-
out an anti-microbial agent are con-
traindicated in the initial treatment of.
corneal ulcers. They should not be used
-until infection is under control and
corneal regeneration is well underway,

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 524.1883 Prednisolone sodiurnplhos-

phate-neomycin sulfate oplithalmle
ointment.

(a) Specifications. Prednisolono so-
dium phosphate-neomycin sulfate oph-
thalmic ointment contains prednisolono
sodium phosphate equivalent to 2.5 milll-
grams prednisolone 21-phosphate and 5
milligrams neomycin sulfate (equivalent
to 3.5 milligrams neomycin base) in each
gram of ointment.

(b) Sponsor. See No. 000006 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) The drug Is
recommended for use In superficial ocu-
lar Inflammatlons or Infections limited to
the conjunctiva or the anterior segment
of the eye of cats and dogs, such as
those associated with allergic reactions
or gross irritants.

(2) A small quantity of the ointment -

should be expressed into the conjunctival
sac 4 times a day (at intervals of 1 to 8
hours) for a few days until there is a
favorable response, then the frequency of
application may be reduced to twice daily
as long as the condition remains under
control. Treatment may require from a
few days to several weeks.

(3) All topical ophthalmic prepara-
tions containing corticosterolds with or
without an antimicrobial agent are con-
traindicated in the initial treatment of
corneal ulcers. They should not be used
until the infection is under control and
corneal regeneration Is well underway.

(4) For use only by or on the order of
a licensed veterinarian.
§ 524.1982 Proparamine hydrochloride

ophthalmic solution.
(a) Specifications. The drug is an

aqueous solution containing 0.5 percent
proparacaine hydrochloride, 2.45 percent
glycerin as a stabilizer, and 0.2 percent
chlorobutanol (choral derivative) and
1:10,000 benzalkonium chloride as
preservatives.
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(b) Sponsor. See No. 000003 in § 510.-
600Cc) of this chapter.

(c). Special, considerations. The long-
term toxicity of proparacaine is un-
known. Prolonged use may possibly delay
wound healing.
(d) Conditions of use. (I) The drug

is indicated for use as a topical ophthal-
mic anestheticinnimal. It is used as an
anesthetic in cauterization of corneal
ulcers, removal of foreign bodies and
sutures from the cornea, and measure-
ment of intraocular pressure (tonom-
etry) when glaucoma is suspected.
Local applications may also be used as
an aid in the removal of foreign bodies
from the nose and ear canal, as an acces-
sory in the examination and treatment
of painful otitis, in minor surgery, and
prior to catheterization.

(2) It is administered as follows:
(i) For removal of sutures: Instill one

to two drops 2 or 3 minutes before re-
moval of stitches.

(ii) For removal of foreign bodies
from eye, ear, and nose: For ophthalmic
use, instill three to five drops n the eye
prior to examination; for otic use, instill
five to 10 drops in the ear; for nasal use,
instill five to 10 drops in each nostril
every 3 minutes for three doses.

(III) For tonometry: -Instill one to two,
drops immediately before measurement.

(iv) As an aid intreatment of otitis:
Instill two drops into the ear every 5
minutes for three doses.
(v) For minor surgery: Instill one or

more drops as required.
(vD For catheterization: Instill two to

three drops with a blunt 20-gauge needle
immediately before inserting catheter.

(3) For use only by or on the order of
a licensed veterinarian.

§ 524.2140 Squnlane, pyrethrins anid pi-
peronyl butoxide.

(a) Specifications. The drug contains
25 percent squalane (hexamethyltetraco-
sane), 0.05 percent pyrethrns and 0.50
percent technical piperonyl butoxide.

(b) Sponsor. See No. 017030 in § 510.-
600(c) of this chapter.

(c) Conditioss of use. (1) The drug is
used for the treatment of ear mites In
dogs and cats.

(2) It is administered as follows: Cats
and dogs 5-15 pounds body weight, 4 to
5 drops in each ear daily. Dogs 16-30
pounds body weight, 5 to 10 drops in each
ear daily. Dogs 30 pounds body welght
and over 10 to 15 drops in each ear daily.
The recommended treatment is for 7 to
10 days with repeated treatment in 2
weeks If necessary.
§ 524.2481 Triamcinolone acetonide

cream.
(a) Specifeations. Triamcinolone ace-

tonide cream contains 0.1 percent triam-
cinolone acetonide in an aqueous van-
ishing cream base.

(b) Sponsor. See No. 000003 in § 510.-
600(c) of this chapter/
(c) Conditions of use. () The drug is

recommended for use on dogs as an anti-
nflmamtory, antipruritlC, and antial-

lergic agent for topical treatment of
allergic dermatitis and summer eczema.

(2) The drug is applied by rubbing
into affected areas two to four times
daily for 4 to 10 days.

(3) For use only by or on the order of
a licensed veterinarian.
§ 524.2542 Triellanolamnopolypeptide

oleate-condensato otic solution.
(a) Specifications. The drug contains

10 percent triethanolamine polypeptide
oleate-condensate in propylene glycol
with 0.5 percent chlorobutanol.

(b) Sponsor. See No. 000034 in § 510.-
600(c) of this chapter.

C Conditions of use. (1) It is used in
dogs and cats to help remove excess or
impacted earwax.

(2) Tilt the animal's head to the side
and fill the external auditry canal with
the drug. Allow the drug to remain in
contact for 15 to 30 minutes; then gently
flush the ear with warm water. Repeat if
needed.

(3) Aveterinarian should be consulted
if the animal has a history of allergy
including skin sensitivity or if ear irrita-
tion occurs or if earwax remains after
three instillations of the drug.
§524.2620 Liquid crystalline trypsin,

peru balsam, castor oil.

(a) Specifications. The drug is a liquid
for direct application or as an aerosol
preparation formulated so that each
gram delivered to the wound site con-
tains 0.12 milligram of crystalline tryp-
sin, 87.0 milligrams of peru balsam, and
788.0 milligrams of castor oil.

Cb) Sponsor. See No. 000514 in § 510.-
600(c) of this chapter.

Cc) Conditions of use. The drug is
used as an aid in the treatment of ex-
ternal wounds and assists healing by
facilitating the removal of necrotic tis-
sue, exudate and organic debris.
§ 524.2640 Tylosin, neomycin eye

powder.
(a) Specifiations. Tlosln, neomycin

eye powder contains 2 percent tylosin ac-
tivity (as base), neomycin sulfate equiv-
alent to 0.25 percent neomycin baae, 1
percent piperocaine hydrochloride, 0.5
percent acrIflavine neutral, and boric
acid qs.

(b) Sponsor. See No. 000986 in § 510.-
600 c) of this chapter.
(c) Conditions of use. (1) It is used

in cattle for the treatment of pinkeye
(infectious keratoconJunctivits).

(2)- It is administered by holding the
eyelids open and dusting powder Into
both eyes. The treatment Is repeated
daily for up to 7 days depending on the
severity of the infection. Affected animals
should be protected fr9m direct sun-
light, dust, and flies. In an affected herd,
all animals with or without signs of the
disease should receive at least one treat-
ment.

(3) If there is severe eye dmage or if
the condition persists or increases, dis-
'continue administering the drug and
consult a veterinarian.
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PART 529-CERTAIN OTHER DOSAGE
FORM NEW ANIMAL DRUGS NOT SUB-
JECT TO CERTIFICATION

Sec.
529.360 Cephalotbln discs
529.1044 'Gentamr1cin sulfate incetainother

doigo f orms.
529.1044a, Gentamlcin sulfate intrauterine

solution.
529.1044b Gentamlcin sulfate solution.
529.2503 Trlcalne mathanesulfonate.

AurOnmo: Sec. 512(1). 82. Stat. 347 (21
u.s.C. 360b(i)).
§ 529.360 Cephalothin discs.

(a) Specifications. Cephalothin discs,
comply with the requirements of § 460.1
of this chapter.

(b) Sponsor. See No. 000986 in § 510.-
600(c) of this chapter.
(c) Conditions of use. (1) The discs are

used for determining the in vitro sus-
ceptiblity of bacteria to cephaloridine
and cephalonium.

(2) For veterinary laboratory diag-
nosis only.
§ 529.1044 Gentamicin sulfate in cer-

tain other dosage forms.
§ 529 .1044a Gentamicin sulfate intra-

uterine solution.
(a) Specifications. Each milliliter of

solution contains gentamicin sulfate
equivalent to 50 milligrams of genta-
micin base.

(b) Sponsor. See No. 000085 in § 510.-
600(c) of this chapter.
(c) Conditions of use. (1) The drug is

Indicated -for use for control of bac-
terial infections of the uterus in horses
(metritis) and as an aid in Improving
concepton in mares with uterine infec-
tions caused by bacteria sensitive to
gentamIcin.

(2) It is administered at a dosage
level of 2 to 2.5 grams per day for 3 to 5
days during estrus, each dose being di-
luted with 200 to 500 milliliters of sterile
physiological saline before aseptic infu-
slon Into the uterus.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(4) Not for use n horses intended for
food.
§ 529.1044b Gentamicin sulfate solu-

tion.
(a) Specifications. Each milliliter of

solution contains gentamicin sulfate
equivalent to 50 milligrams of gentami-
cin base.

(b) Sponsor. See No. 000085 in § 510.-
600(c) of this chapter.

c) Conditions of use. (1) The drug is
recommended as an aid in the reduction
or elimination of the following micro-
organisms from turkey-hatching eggs:
Arkona hinshawli (paracolon), Salmon-
ela st. paul, and Mycoplasma melea-
gridis.

(2) The drug Is added to clean water to
provide a dip solution with a gentamicin
concentration of 250 to 1,000 parts per
million. A concentration of 500 parts per
million is recommended. Clean eggs
should be held submerged in the genta-
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micin solution under a vacuum of about
27.5 to 38 centimeters of mercury for 5
minutes followed by additional soaking
in gentamicin solution-for approximately
10 minutes at atmospheric pressure. Eggs
can also be treated by warming them for
3 to 6 hours at approximately 1000 P.
then Immediately submerging them in
gentamicin solution maintained at about
40* F., keeping the eggs submerged for
10 to 15 minutes.

(3) For use-in the dipping treatment of
turkey-hatching eggs only. Eggs which
have- been dipped in the drug shall not
be used for food.
§ 529.2503 Tricaine methanesulfonate.

(a) Chemical name. Ethyl-m-amino-
benzoate methanesulfonate.

(b) Sponsor. See No. 000046 in § 510.-
600(c) of this chapter.

(c) Conditions of use. (1) It is used for
the temporary immobilization of fish,
amphibians, and other aquatic cold-
blooded animals (poikilotherms) as an
aid in handling during manual' spawning
(fish stripping), weighing, measuring,
marking, surgical operations, transport,
photography, and research.

(2) It is used as follows:
(i) For fish the drug is added to am-

bient water at a concentration of, from
15 to 330 milligrams per liter depending
upon the degree of anesthetization or
sedation desired, the species and size of
the fish, and the temperature and soft-
ness of the water. Preliminary tests of
solutions must be made with small num-
bers of fish to determine the desired
rates of sedation o anesthesia and the
appropriate exposure times for the spe-
cific lots of fish.under prevailing condi-
tions.

(i) For amphibians and other aquatic
cold-blooded animals, the drug is added
to ambient water in concentrations of
from 1:1000 to 1:20,000 depending upon
species and stage of development.

(iII) Do not use within 21 days of har-
vesting fish for food. Use in fish intend-
ed for food should be restricted to-Ictal-
uridae, Salmonidae, Esocidae, and Per-
cidae, and water temperature should ex-
ceed 100 C. (500 F.). In other fish and in
cold-blooded animals, the drug, should
be limited to hatchery or laboratory use.

PART 536-TESTS FOR SPECIFIC
ANTIBIOTIC DOSAGE FORMS

Sec.
536.500 Penicillin bougies.
536.601 Penicillin-streptomycin ointment;

penicillin - dihydrostreptomycin
ointment.

536.502 Penicillin-streptomycin bougles;
penicillin - dihydrostreptomycin
bougies.

536.503 Penicillin-bacltracin ointment.
536.504 Crystalline penicillin and bacItracin.
536.505 Penicillin - streptomycin - bacitracin

ointment; penicillin-dlhydrostrep-
tomycin-bacitracin ointment; pen-
Icillin - streptomycin - bacitracin
methylene disalicylate ointment;
penicillin - dlhydrostreptomycin-
bacitracin methylene disallcylate
ointment.

536.506 Penicllin-bacitracln-neomycin oint-
ment; penicillin-bacitracn-neo-
mycin in oil.

Sec.
536.507 Procaine p6nicillin and benzathine

penicillin G in streptomycin sul-
fate solution; procaine penicillin
and benzathine penicillin G In
dihydrostreptomycin sulfate solu-
tion (procaine penicillin and
benzathine penicillin G in crys-
talline dihydrostreptomycin sul-
fate solution).

,536.508 Procalne, penicillin - streptomycin-
- polymyxin in oil; procaine penicil-

lin - dihydrostreptomycin - poly-
myxin in oil; procaine penicillin-
streptomycin - polymyxdn oint-
ment; procainepenicUlln-dihydro-
streptomycin - polymyxin oint-
ment.

536.509 Penicllin-streptomycin-prythromy-
cia ointment; penicllin-dihydro-
streptomycin-erythromycin oint-
ment.

536.510 Penicillin - tetracycline phosphate
complex-novobiocin-nystatin cap-
sules.

536.511 Penicillin- streptomycin- bacitracin
methylene dlsalicylate-neomycin
ointment; penicllin-dihydrostrep-
tomycin-bacitracin methylene di-

.sallcylate-neomycin ointment.
536.512 Procaine penicillin G-novoblocln-

neomycin-dilhydrostreptomycin In
oil.

536.513 Streptomycin / dihydrcstreptomycin
* for inhalation therapy.

536.514 Streptomycin sulfate/dihydrostrep-
tomycin sulfate oral powder.

536.515 Dihydrostreptomycin - neomycin-
polymyxin aerosol solution.

536.516 Chlortetrapycline - neomycin-strep-
tomycin/dihydrostreptomycln
penicillin ointment; tetracycline
hydrochloride-neomycin-strepto -
mycin/dihydrostreptomycin peni-
cillin ointment.

536.517 Calcium chlortetracycline-neomy-
cin sulfate mastitis suspension.

536.518 Bacitracin-neomycin In oil.
AurHoRrry: Sec. 507, 59 Stat. 463 as

amended (21 U.S.C. 357).

§ 536.500 Penicillin bougies.

(a) Potency. Proceed as directed in
§ 440.180a(b) (1) of this chapter.

(b) Moisture. Proceed as directed In
§ 436.500(c) of this chapter, using 1.0
to 2.U grams of bougies dissolved in.10
milliliters of dry chloroform if it con-
tains the excipient polyethylene glycol.
If it does not contain the excepient poly-
ethylene glycol, proceed as directed in
§ 440.80a(b) (5) (i) of this chapter.

§ 536.501 Penicillin-streptomycin oint-
ment; penicillin-dihydrostreptomycin
ointment.

(a) Potency-l) Total penicillin con-
tent. Proceed as directed in § 540.380a(b)
(1) or § 440.80a(b) (5) (iv) (a) of this
chapter, except that if the iodometric
chemical assay described in § 440.80a(b)
(5) (iv) (a) of this chapter is used pre-
pare the sample as follows: Accurately
measure two representative portions of
the sample, each equivalent to about
20,000 units. Place one portion in a cen-
trifuge tube containing 10.0 milliliters of
1 percent phosphate buffer, pH 6.0, and
10.0 milliliters of chloroform for each 5
milliliters or grams of sample. Shake the
tube for 1 minute and centrifuge to ob-
tain a substantially clear buffer layer.
Use 2.0 millilter of this solution, as the

blank. Add one drop of 1.2 N UC1 to
the blank immediately before the add-
tion of the 10.0 milliliters of 0.01 N L.
Immediately titrate with 0.01 N Na S2O.
Place the second portion of the sample In
a centrifuge tube containing 10.0 millill-
ters of I N NaHCO, (previously adJusted
to a pH of 9.3±0.2 with 1.0 N NaOH) and
10.0 milliliters of chloroform for each 6
milliliters or grams of sample. Shako
the tube for 1 minute and centrifuge
to obtain a substantially clear aqueous
layer. To 2.0 milliliters of the aqueous
layer, add 2.0 milliliters of 1 N NaOH
and allow to stand for 15 minutes. Add
sufficient 1.2 N HCl to obtain a pH of
1.0; then add 10.0 milliliters of 0.01 N L.
Allow to stand for 15 minutes and then
titrate with 0.01 N NSO,. From the
titration data calculate the amount of
penicillin in the sample. Its content of
penicillin is satisfactory if It contains not
less than 85 percent of the number of
units that it Is represented to contain.

(2) Crystalline sodium penicillin or
potassium penicillin content-l) Direct
method-(a) Preparation of the solution
for assay. Accurately masiUro a repro-
sentative portion of the sample equiva-
lent to about 20,000 units of crystalline
sodium penicillin or potassium penicillin
and place it in a centrifuge tube contain-
Ing 10.0 milliliters of 20 percent sodium
sulfate solution and 10.0 milliliters of
chloroform for each 5 mtlillters or
grams of sample. Shake the tube for 1
minute and then centrifuge to obtain a
substantially clear aqueous layer. This
Is used as the solution for assay.

(b) fodometric assay for total penicil-
lin in the solution for assay. Determine
the quantity of penicillin In the solution
for assay by the Iodometrlc assay proce-
dure described in § 440.80(b) (5) (v)
(a), of this chapter.

() Colorimetric determination of pro-
caine penicillin in the solution for assay.
(1) If the sample does not contain sul-
fonamides, determine the procaine peni-
cillin in the solution for assay by the
colorimetric procedure described in
§ 436.503(b) (3) of this'chapter.

(2) If the sample contains sulfona-
mides, proceed as follows: Place 10.0
milliliters of the solution for assay in a.
separatory funnel containing 2 milli-
liters of 1 N NaOH and 10.0 milliliters of
chloroform and shake for 1 minute. Al-
low the layers to separate and collect the
lower chloroform layer In a cylinder
containing 10.0 milliliters of 4 N HCI.
Shake for I minute and allow the layers
to separate. Using the upper acid layer
as the solution for assay, determine the
procaine penicillin content by the colorl-
metric procedure described In § 430,503
(b) (3) of this chapter.

Wd) The content of crystalline sodium
or potassium penicillin in the sample is
calculated as follows:

A=(B-O)F
where:

A=crystalllne sodium penicillin or po-
rIum penicillin content of the
sample.

B=total number of units of penicillin por
milliliter as determined in paragraph
(a) (2) (1) (b) of this section.
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G=number of units of proca ne penicillin
per milliliter as determined In para-
graph (a) (2) (1) (c) of this section.

F=approprlate dilution factor depending
on the dilution made in the prepar-
tion of the solution for assay and the
size of the representative portion of
the simple tested.

(ID Indirect method. The content of
crystalline sodium or potassium penicil-
lin is the difference between the total
penicillin content determined in para-
graph (a) C1) of this section and the
procaine penicillin determined in
paragraph (a) (3) (i) of this section. Its
content of crystalline sodium penicillin
or potassium penicillin is satisfactory if
it contains not less than 85 percent of the
number of units that it is represented to
contain.

(3) Procaine penicillin content-C)
Direct method. Using the stock solution
prepared for bioassay in paragraph (a)
(1) of this section, determine the pro-
caine penicillin content colorimetrically
as directed in paragraph (a) (2) (i) (c)
(2) of this section.

(Ii) Indirect method. The procaine
penicillin content of the sample is the
difference between the total Penicillin
content determined in paragraph (a) (1)
of this section and the crystalline
sodium penicillin or potassium penicillin
content determined in paragraph (a) (2)
of this' section. Its content of pro-
caine penicillin is satisfactory if it con-
tains not less than 85 percent of the
number of units that it is represented
to contain.

(4) Streptomycin content. Proceed
as directed in § 444.70a(b).(l) of this
chapter, except paragraph (b) (1) (xi)
of that section, and in lieu of the direc-
tions in § 444.70a(b) (1) (v) and (x) (c),
test a representative portion of the
sample (usually approximately 1 gram,
accurately weighed) or the entire con-
tents of a single-dose container prepared
by one of the following methods:

(W To assay by the cup-plate metfld.
Use either extraction or blending.

(a) Extraction. Place the sample in
a separatory funnel containing approxi-
mately 50 milliliters of peroxide-free
ether. If the sample.consists of sub-
stantially more than 1 gram, use 100
milliliters of ether. Shake the sample
and ether until homogeneous., Add 20
milliliters of 0.1 M potassium phosphate
buffer, pH 8.0. and shake. if the sample
consists of substantially more than 1
gram, use 50 milliliters of buffer. Allow
the layers to separate. Remove the buff-
er layer and repeat the extraction with
new portions of buffer at least three
times and any additional times necessary
to ensure complete extraction of the
antibiotic. Combine the extractives and
make up to an appropriate measured
volume with buffer. To a suitable all-
quot add sufficient penicdillinase and let
stand for 30 minutes at 370 C. to inac-
tivate the penicillin. After inactivation,
make the proper estimated dilution with
buffer at pH 8.0.

Cb) Blending. Place the sample in a
blending jar containing 1.0 milliliter of
10-percent aqueous solution of polysor-
bate 80 and sumcint 0.1 t potassium

phosphate buffer, pH 8.0, to give a final
volume of 500 mlllllters, Using a high-
speed blender, blend the mixture for 3
minutes. To a suitable aliquot, add suf-
clent penicillinase and let stand for 30
minutes at 370 C. to Inactivate the peni-
cillin. After inactivation, make the
proper estimated dilutions with buffer at
pH 8.0.

(11 To assay by the turbldmetrlc
method. Place the samplein a separa-
tory f nnel containing approximately 50
milliliters of peroxide-free ether. If the
sample consists of substantially more
than 1 gram, use 100 mIliiters of ether.
Shake the sample and ether until homo-
geneous. Add 20 mnllleters of distilled
water, 2nd shake. If the sample con-
sists of substantially more than 1 gram,
use 50 milliliter of water. Allow the
layers to separate. Remove the aqueous
layer and repeat the extraction with new
portions of water at least three times
and any additional times necessary to
ensure complete extraction of the anti-
biotic. Combine the extractives, and
make to an appropriate measured vol-
ume with water. Remove the aliquot
and,f the ratio of the content of peni-
cillin to the content of streptomycin is
equal to or greater than one unit for each
microgram, add sufficient pendillinase
and let stand for 30 minutes at 37' C. to
Inactivate the Penicillin. Make the
proper estimated dilutions with distilled
water. Its content of streptomycin is
satisfactory if it contains not less than
85 percent of the number of milligrams
that it is represented to contain.

(5) Dihydrostreptomycin content.
Proceed as directed in paragraph (a) (4)
of this section, using the dlhydro-
streptomycin working standard as a
standard of comparison. Its content of
dihydrostreptomycin is satisfactory If It
contains not less than 85 percent of the
number of milligrams per gram of oint-
ment that it is represented to contain.

(b) Moisture. Proceed as directed in
§ 540.380a(b) (2) of this chapter.
§ 536.502 Penicillin-streptomycin bou-

gies; pcnicilln-diliydrostreptomycin
bougles.

(a) Potency-(1) Penicillin content.
Proceed as directed in §440.180a(b)(1)
of this chapter, except the last sentence
of that Paragraph. Its content of peni-
cilin is satisfactory if it contains not
less than 85 percent of the number of
units that it is represented to contain.

(2) Streptomycin content. Using 12
bougles, proceed as directed in § 444.70a
(b) (1) of this chapter, except paragraph
(b) (1) (xi) of that section, and if the
cup-plate method is used, use potassium
phosphate buffer. (pH '.8-8.0) for dis-
solving the sample in lieu of sterile dis-
tilled water as directed in § 444.70a(b)
(1) (v) of this chapter and add suficlent
penicillinase to the solution under test to
completely inactivate the penicillin
present. If the turbldinietric method is
used, inactivation with penicillinase is
not necessary unless the ratio of the
content of penicllin to the content of
streptomycin is equal to or greater than
1.0 unit for each microgram. Its content

of sterptomycln is satisfactory If it con-
tains not less than 85 percent of the
number of milligrams that it Is repre-
sented to contain.

(3) Dthydrostreptomycin content.
Proceed as directed In paragraph (a) (2)
of this section, using the dihydro-
streptomycin working standard as a
standard of comparison. Its content of
dihydrostreptomycin is satisfactory if It
contains not less than 85 percent of the
number of milligrams It is represented
to contain.

(b) Moisture. Proceed as directed in
§ 536.500(b).
§ 536.503 Penicillin-bacitracin oint-

ment.
The requirements for certification and

the tests and methods of assay for peni-
cillin-bacitracin ointment are described
under § 436.504 of this chapter.
§ 536.504 Crystalline penicillin and

bacitracin.

The requirements for certification and
the tests and methods of assay for crys-
talline 'enlcilin and bacitracin are de-
scribed under § 440.280c of this chapter.
§ 536.505 Penicillin-streptomycin-baci-

tracin ointment; penicillin-dihydro-
streptomycin-bacitracin ointment;
penicillin - streptomycin - bacitracin
mnethylene disalicylate ointment; pen-
icillin - dihydrostreptomycin-bacitra-

- cin methylene disalicylate ointment.
The requirements for certification and

the tests and methods of assay for peni-
cillin - streptomycin - bacitracin oint-
ment; penicillin dihydrostreptomycin-
bacitracin ointment; penidillin-strepto-
mycin-bacitracin methylene disalicylate
ointment; penicillin-dihydrostreptomy-
cln-bacitracin methylene disalicylate
ointment are described under § 436.505
of this chapter.
§ 536.506 Peni illin-bacitracin-neomy-

cin ointment; penicillin-bacitracin-
neomycin in oil

The requirements for certification and
the tests and methods of assay for peni-
cillin-bacitracin-neomycin ointment;
penlcillin-bacitracn-neomycin in oil are
described under § 436.508 of this chapter.
§ 536.507 Procaine penicillin and henza-

tline penicillin G in streptomycin
sulfate solution; procaine penicillin
and benzathine penicillin G in dihy-
drostrcptomycin sulfate solution
(procaine penicillin and benzathine
penicillin G in crystalline dihydro-
streptomycin sulfate solution).

(a) Potency-(l) Total Potency and
procaine penicillin content Proceed as
directed in § 436.507(a) (1) and (2),
except that in the lodometric assay one
drop of 1.2 N HCl is added to the blank
immediately, before the addition of the
0.01 N Iodine.

(2) Benzathine penicillin G content.
The difference between the total penicil-
u potency and the procaine penicillin
content determined under paragraph (a)
(1) of this section represents the
benzathne penicillin G content. The
benzathine penicillin G content is satis-
factory If It is not less than 85 percent
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of that which it is represented to con-
tain.

(3) Streptomycin content. Proceed
as directed in § 444.70a(b) (1) (x) and
(xi) of this chapter.

(4) Dihydrostreptomycin con tent.
Proceed as directed in § 444.10a(b) (1) of
this chapter.

(b) Sterility. Proceed as directed in
§ 436.20 of this chapter, using the method
described in paiagraph (e) (2) of that
section, except use medium C in lieu of
medium A, and medium F in lieu of
medium E. During the period of incu-
bation, shake the tubes at least once
daily.

(c) Toxicity. Proceed as directed in
§ 540.250(b) (3) of this chapter.

(d) Pyrogens. Proceed as directed In
§ 540.250(b) (4) of this chapter.

(e) pH. Proceed as directed in
§ 440.80a(b) (5) (ii) of this chapter, using
the undiluted aqueous suspension.
§ 536.508 Procaine penicillin-strepto--

mycin-polymyxin in oil; procaine
pcnicillin-dihydrostreptomycin-poly-
myxin in oil; procaine penicillin-
streptomycin-polymyxin ointment;
procaine peniciliin-dihydrostrepto-
mycin-polymyxin ointment.

The requirements for certification and
the tests and methods of assay for pro-
caine penicillin-streptomycin-polymyxin
in oil; procaine penicillin-dihydrostrep-
tomycin-polymyxin in oil; procaine peni-
cillin-streptomycin-polymyxin ointment;
procaine penicillin-dihydrostreptomycin-
polymyxin ointment are described under
§ 436.509 of this chapter.
§ 536.509 Penicillin-streptomycin-ery-

thromycin ointment; penicillin-dihy-
drostreptomycin-erythromycin oint-
ment.

The requirements for certification and
the tests and methods of assay for
penicillin - streptomycin - erythromycin
ointment; penicillin-dihydrostreptomy-
cin-erythromycin ointment are de-
scribed under § 436.510 of this chapter.

536.510 Penicillin-tetracycline phos-
pliate complex - novobiocin-nystatin-
capsules.

(a) Potency-(1) Penicillin content.
Proceed as directed in § 440.180d(b) (1)
(I) (a), except in lieu of the directions
prescribed in § 440.180d(b) (1) (i) (a) (1)
of this chapter, prepare the stock solu-
tion by blending 3 capsules in 100 milli-
liters of potassium phosphate buffer, pH
8.0, using a glass jar and a high-speed
blender. Its penicillin content is satisfac-
tory if it contains not less than 85 per-
cent of the number of units that it is
represented to contain.

(2) Novoblocin content. Use a suitable
aliquot of the stock solution prepared as
directed in paragraph (a) (1) of this
section and proceed as directed in
§ 440.180d(b) (1) (ii) of this chapter. Its
content of novobiocin is satisfactory if
it contains not less than 85 percent of the
number of milligrams. that it is repre-
sented to contain.

(3) Tetracycline phosphate complex
content. Proceed as directed in
§ 436.515 (a) (1) of this chapter. Its pd-

tency is satisfactory if it contains the
equivalent of not less than 85 percent of
the number of milligrams of tetracycline
hydrochloride that It is represented to
contain.

(4) Nystatin. content. Proceed as
directed in § 446.181b(b) (1) (1) (b) of this
chapter. Its nystatin content is satis-
factory if it contains not less than 85
percent of the number of units that it is
represented to contain.

(b) Moisture. Proceed as dlrectid in
§ 440.80a(b) (5) (i) of this chapter.
§ 536.511 Penicillin- streptomycin-baci-

tracin methylene disilicylate-neomy-
cin ointment; penicillin-dihydro-
streptomycin : bacitracin methylene
disalicylate-neomycin ointment.

The requirements for certification and
the tests and methods of assay for peni-
cillin-streptomycin-bacitracin methyl-
ene disalicylate-neomycin ointment;
penicillin -dihydrostreptomycin-bacitra-
cin methylene disalicylateneomycin
ointment are described under § 436.511
of this chapter.
§ 536.512 Procaine penicillin G-novo-

biocin - neomycin - dihydrostrepto -
mycin in oil.

The requirements for certification and
the tests and methods of essay for pro-
caine penicillin G-novobiocin-neomy-
cin-dihydrostreptomycin in oil are de-
scribed under § 436.512 of this chapter.
§ 536.513 Streptomycin/dihydrostrepto-

mycin for inhalation therapy.
(a) Potency-(1) Streptomycin con-

tent. Proceed as directed in § 444.70a(b)
(1) of this chapter, except if it is pack-
aged with inert gases proceed as follows:
Use not less than 6 immediate contain-
ers. Place one-half the number of such
containers in a suitable sharp freezing
unit having a temperature not higher
than -300 C. After freezing, cut open the
containers and transfer the contents of
each to a *suitable beaker and allow
gas to evaporate. After gas has evapo-
rated, wash and ry the residue remain-
ing in the container into the beaker with
sterile distilled water, after which wash
the entire contents of the beaker into a
500-milliliter volumetric flask and make
to mark with sterile distilled water.
Use an appropriate aliquot of each of
these solutions and proceed as directed
in § 444.70a(b) (1) of this chapter to
determine the average total quantity of
streptomycin in each container. Expel
the drug from each of the remaining
containers as directed in its labeling.
After all gas (with drug) has been ex-
pelled, cut open the containers and place
each in a large beaker containing 500
milliliters of sterile distilled water. Let
stand for not less than 15 minutes, with
frequent -agitation. Remove an aliquot
and proceed as directed in § 444.70a(b)
(1) of this chapter, to determine the
quantity of streptomycin that remains
in each container. The quantity of strep-
tomycin expelled is determined by sub-
tracting the average amount of the resi-
due found from the average total amount
contained in the containers. Its potency
is satisfactory if it contains not less than

90 percent, or 85 percent If It is packaged
with inert gases, of the number of milli-
grams of streptomycin that It Is repre-
sented to contain.

(2) Dihjdrostreptomycn c o t e n t.
Proceed as directed in paragraph (a) (1)
of this section, except use the dhy-
drostreptomycin working standard as a
standard of comparison. Its potency Is
satisfactory if It contains not less than
90 percent, or 85 percent If it Is packaged
with insert gases, of the number of milli-
grams of dihydrostreptomycin that It to
represented to contain.

(b) Unless it is pt ckaged with inert
gases, toxicity, histamine, moisture, pH,
streptomycin content, (if it is dthydro-
streptomycin), crystallinity (if it is
crystalline dihydrostreptomycVn). Pro-
ceed as directed In §§ 444.10a(b) (2),
444.70a(b) (3), (5), and (6), and 440.80a
(b) (5) (iiI) of this chapter.

(c) If it is packaged with nert gases,
moisture. Proceed as directed In § 436.500
(c) of this chapter, but In lieu of the
directions for preparing the sample In
§ 436.500(c) (3) of this chapter prepare
the sample and calculate as follows:
Freeze the container as described in par-
agraph (a) of this section. After freez-
ing, open the container and remove a
representative 10-milliliter allquot.
Place this sample in a dry titrating ves-
sel, immediately add an excess of Karl
Fischer reagent, and back-titrate with
water-methanol solution until the end-
point Is reached.

Percent moisturo= (v -Vd) X0
100

§ 536.514 Streptomycin sulfate/duhy-
drostreptomycin iulfato oral powder.

(a) Potency-(1) Tbtal potency.
Using the dihydrostreptomycin worldng
standard as the standard of comparison,
proceed as directed In § 444.70a(b) (1)
(x) of this chapter. Its total potency Is
satisfactory If It contains not less than
90 percent of the combined number of
milligrams of streptomycin and dihydro-
streptomycin that It Is represented to
contain.

(2) Streptomycin content. Proceed as
directed in § 544.21lb(b) (2) of this
chapter. Its content of streptomycin Is
satisfactory If It contains not less than
45 percent and not more than 55 per-
cent of the total potency as determined
under paragraph (a) (1) of this section.

(b) Moisture. Using a 1-gram sample,
proceed as directed in § 440.80a(b) (5)
(I) of this chapter.
§ 536.515 Dihydrostreptomycin-ncomy-

cin.polymy.xin aerosol solution.
(a) Potency. (1) Using a separate

graduate for each container to be tested,
eject the drug as directed In Its labeling.
Measure the volume of each dose until
the total contents are expelled. Remove
appropriate aliquots and proceed as
follows:

(I) Dihydrostreptomycin eon tent.
Using the dihydrostreptomycin woeeting
standard as the standard of comparison,
proceed as directed In § 444.70a(b) (1)
(I) through (ix) of this chapter. Its con-
tent of dihydrostreptomycin Is satisfac-
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tory if it cofitains not less than 85 per- (4) Neomvcln content. The residue
cent of the number of milligrams that it remaining In the funnel after the extrac-
is represented to contain. tion described in paragraph (a) (2) of

. (ii) Neomycin content. Its content of this section contains the neomycin and
neomycin is satisfactory if it contains streptomycin or dihydrostreptomycin.
not less than-85 percent of' the number Wash this residue five times, using
of milligrams that it is represented to 10-miil111ter allquots of 0.1 Af phosphate
contain- buffer, pH 8.0, drawing each washing off

(iii) Polymyxin content. Its content of under vacuum. Combine the washings
polymyxin is satisfactory if it contains in a 100-millliter volumetric flask and
not less than 85 percent of the number make to mark with 0.1 M" phosphate
of units that it is represented to contain, buffer, pH 8.0. Using an aliquot of this

(b) PH. Using the undiluted solution, aqueous solution, proceed as directed in
proceed as directed in § 440.80a(b) (5) § 436.105 of this chapter. The content
(ii) of this chapter. of neomycin is satisfactory if It contains

§ 536.516 Chlortetracycline - neomycin- not less than 85 percent of the number
streptomycin I dihydrostreptomycin of milligrams per gram of ointment that
penicillin ointment; tetracycline hy- it is represented to contain.
drochloride -neomycin-streptomycin/ (5) Streptomycin content. Using an
dihydrostreptomycin penicillin oint- aliquot of the aqueous solution prepared
ment- in paragraph (a) (4) of this section,

(a) Potency-(1) Penicillin content. proceed as directed in § 444.70a(b) (1)
Place an accurately weighed sample of (I) through (ix) of this chapter. The con-
approximately 1 gram n an extraction tent of streptoycin is satisfactory if It
funnelprepared by fusing a ground-glass contains not less than 85 percent of the
joint to the top of a medium-porosity number of milligrams per gram of oint-
sintered-glass 'filter funnel (30-milli- ment that it is represented to contain.
meter diameter). Wash with five 10- (6) Dhydrostrevtomycln content.
milliliter portions of warm iso-octane Using an aliquot of the aqueous solution
and draw off the- ointment base under prepared in paragraph (a) (4) of this
vacuum. Discard the iso-octane wash- section, and the dihydrostreptomycin
Ings. Wash the residue with three 10- working standard as a standard-of com-
milliliter portions of chloroform and parson, proceed as diredted in § 444.70a

w o- (b) (1) (1) through (ix) of this chapter.draw off under vacuum, combine the ex- The content of dihydrostreptomycin istracts, and make to ma in a 250-mili- satisfactory if it contains not less than
liter volumetric flask with absolute alco- 85 percent of the number of milligramshol. Make the proper estimated dilutionsinl. 1-ent pophaer , esti at pHt per gram of ointment that It is repre-in I-percent phosphate buffer, at pH 6.0 sented to contain.
and proceed as directed in § 440.80a(b) (b) Moisture. Proceed as directed In
(1) of this chapter. Its content of pert- § 540.380a(b) (2) of this chapter.
cillin is satisfactory if it contains not less
than 85 percent of the number of units § 536.517 Calcium chlortetracyclinc-
per gram of ointment that it is repre- neomycin sulfate manstiis suspension.
sented to contain. (a) Potency-() Clzlortetracycllne

(2) Czlortetracyci~ne content. Wash content. Proceed as directed in § 446.10a
the residue in the funnel four times with (b) (1) (viii) of this chapter, except
10-milliliter portions of 0.3 percent pt- prepare the sample as follows; DIs-
peridine in acetone solution. Withdraw charge a dose of the product corn-
each washing under vacuum. Combine pletely into a glass blending jar. Add
the four washings in a 100-milliliter vol- sufficient 0.oN hydrochloric acid to give
umetric flask and make to mark with 0.1. a total volume of 500 milliliters. Using a
M monopotasslum-phosphate buffer, pH high-speed blender, blend the mixture
4.5. The sample may also be prepared for 2 to 3 minutes. Dilute an allquot with
by placing a representative portion (usu- 0.121f phosphate buffer, pH 4.5, to the
ally 1.0 gram, accurately weighed) In a proper. prescribed reference concentra-
glass blending jar containing 199 mM- tion. The chlortetracycline content of 9
liters of 0.01 N HC1 and 1.0 milliliter of single dose is satisfactory If It is equlva-
polysorbate 80. Using a high-speed lent to not less than 90 percent and not
-blender, blend the mixture for 2 to 3 more than 125 percent of the number of
minutes and make proper estimated dilu- milligrams of chlortetracycline hydro-
tions in 0.13M monopotasslum phosphate chloride that it is represented to contain.
buffer, pH 4.5, adding sufficient pencll- (2) Neomycin content. Proceed as di-
linase to inactivate the penicillin. Pro- rected in § 444.42a(b) (1) (1) of this chap-
ceed as directed in § 446.10a(b) (1) (viii) ter.exceptpreparethesampleasfollowS:
of this chapter. Its content of chlortet- Discharge a dose of the product com-
racycline is satisfactory if it contgins not Pletely into a glass blending jar. Add
less than 85 percent, of the number of sufficient 0.1M potassium phosphate buf-
milligrams per gram -that it is repre- fer,'pH 8.0, to give a total of 500 mlli-
sented to contain. liters. Using a high-speed blender, blend

(3) Tetracycline hydrochloride con- the mixture for 2 to 3 minutes. Dilute
tent. Prepare the sample as directed in an aliquot with 0.IM potassium phos-
paragraph (a) (2) of this section and phate buffer, pH 8.0, to the proper pre-
proceed as directed in § 446.81a(b) of scribed reference concentration. The
this chapter. Its content of tetracycline neomycin content, of a single doze Is
hydrochloride is satisfactory if it con- satisfactory If It is not less than 90 per-
tains not less -than 85 percent of the cent and not more than 125 percent of
number of milligrams per gram of oint- the number of milligrams of neoycln
ment that it is represented to. contain, that it is represented to contain.

13885

(b) Moisture. Proceed as directed in
§540.380a(b)(2) of this chapter.
§ 536.t18 Bacitracin-neomycin in oiL

(a) PotencLr-l) Bacitracin content.
Proceed as directed in § 448.510a(b) (1)
of this chapter. Its content ofbacitracin
is satisfactory If it contains not less than
85 percent of the number of units per
milliliter that it is represented to con-
tain.

(2) Neomycin content. Prepare the
sample as directed in § 540.380a(b) (1) of
this chapter, except in lieu of I percent
potassium phosphate buffer use 0.10 3
potassium phosphate buffer (pH 7.8-3.0)
and proceed as directed in § 436.517(b)
(1) of this chapter. Its content of neomy-
cin is satisfactory if it contains not less
than 85 percent of the number of milli-
grams that It is represented to contain.

(b) ioisture. Proceed as directed in
§ 540.380a(b) (2) of this chapter.

PART 539-BULK ANTIBIOTIC DRUGS
SUBJECT TO CERTIFICATION

Subpart A-[Reserved]
Subpart B-Bulk Provisions for Ollgosaccarlde

AntibiotIc Drups for Animal Use
Sec.
539.170 Streptomycin sulfate veterinary

grade; dlhydrcstreptomycin" sul--
fate veterinary grade; dlhydro-

- streptomycin hydrochloride vet-
erinary grade. °

Subpart C-Bulk Provisions forTetracycline
Antibiotic Drugs for Animal Use

539.210 Cblortetracycline bulk provisions.
539.210a Chlortetracycllne.
539.210b Chlortetracycllne bisulfate.

Subpart Dl*Buik Provisions for Peptide
Antibiotics for Animal Use

539.310 Bacitracinmetbylene dlmalicylate.

Aumoi.rr: Sec. 507, 59 Stat. 463 as
amended (21 U.S.O. 357).

Subpart A-[Reserved]
Subpart B--Bulk Provisions for Oligosac-

caride Antibiotic Drugs for Animal
Use

§ 539.170 Streptomycin sulfate veteri-
nary grade; dihydrostreptomycin
sulfate veterinary grade; dihydro-
streptomycin hydrochloride veteri-
nary grade.

(a) Requirements for certifcation-
(1) Standards of identit y, strength, qual-
ity, and purity. Streptomycin sulfate
veterinary grade is the sulfate salt of a
kind of streptomycin or a mixture of two
or more such salts. DIEhydrostreptomy-
cin sulfate veterinary grade and dihydro-
streptomycin hydrochloride veterinary
grade are the hydrogenated sulfate or
hydrochloride salt of a kind of strepto-
mycin or a mixture of two or more such
salts. Each such drug may contain a, suit-
able and harmless lubricant. Each such-
drug is so purified and dried that:

(I) Its potency is not less than 450
micrograms per milligram.

(i It Is nontoxic.
(11) Its moisture content is not more

than 14.0 percent.
(iv) Its PH in aqueous solution of 0.2

gram per milliliter is not le tha 3.0
and not more than 7.0.
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(v) If it is dihydrostreptomycin sul-
fate veterinary grade .or dihydrostrepto-
mycin hydrochloride veterinary grade, its
content of streptomycin is not more than
5 percent when calculated as streptomy-
cin base.

(2) Packaging. In all cases the im-
mediate containers shall be tight con-
tainers as defined by the U. S. P. The
composition of the immediate container
shall be such as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.

(3) Labeling. Each package shall
bear on its outside wrapper or container
and the immediate container:

(I) The batch mark.
(ii) The number of milligrams of

streptomycin or dihydrostreptomycin
per gram and the number of grams, of
the drug in the immediate container;
and if the batch contains a-lubricant, the
name of such Ingredient.

(III) The statement "Expiration
date ----------- ", the blank being filled
in with the date which is 36 months
after the month during which the batch
,was certified, except that the blank may
be filled in with the date that is 48
months or 60 months after the month
during which the batch was certified if
the person who requests certification-has
submitted to the Commissioner iesults of
tests and assays showing that after hav-
ing been stored for such period of time
such drug as prepared by him complies
with the standards prescribed by para-
graph (a) (1) of this section.

(iv) The statement "For use only in
the manufacture of nonsterile veterinary
drugs".

(4) Request for certification; samples.
(i) In addition to complying with the
requirements of § 431.1 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in the
batch, the number of milligrams of
streptomycin or dihydrostreptomycin
per gram, and the-total number of grams
of streptomycin or dihydrostreptomycin
In each package. Such request shall be
accompanied or followed by the results
of tests and ussays made by him on the
batch for potency, toxicity, moisture,
pH, and streptomycin content if it is
dihydrostreptomycin.
(it) Such person shall submit with his

request an accurately representative
sample of the batch, consisting of 6
packages each containing approximately
1.0 gram taken from a different part of
such batch, and each shall be packaged
in accordance with the requirements of
paragraph (a) (2) of this section.

(b) Tests and methods of assay-(l)
Potency. If it is streptomycin sulfate
veterinary grade, proceed as directed in
§ 444.70a(b) (1) of this chapter. If it is
dihydrostreptomycin sulfate veterinary
grade or dihydrostreptomycin hydro-
chloride veterinary grade, proceed as di-
rected in § 444.70a(b) (1) (x) of this

chapter, using the dihydrostreptomycin
working standard as the standard of
comparison.

(2) Toxicity. Proceed as directed in
§ 444.70a(b) (3) of this chapter.

(3) Moisture. Using a 1-gram sam-
ple, proceed as directed in § 440.80a(b)
(5) (i) of.this chapter.

(4) pH. Proceed as directed in
§ 444.70a(b) (6) (ii) of this chapter.

(5) Streptomycin content (if it is di-
hydrostreptomycin). Proceed as directed
in § 444.10a(b) (2) of this chapter.
Subpart C-Bulk Provisions for Tetra-

cycline Antibiotic Drugs for Animal
Use

§ 539.210 Chlortetracycline bulk provi-
sions.

§ 539.2 10a Chlortetracycline.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality, and purity. Chlortetracycline
is a golden-yellow crystalline powder
with the chemical structure 7-chloro-4-
dimethylamino - 1,4,4a,5,5a,6,11,12a - oc-
tahydro - 3,6,10,12,12a - pentahydroxy-
6-methyl - 1,11-dioxo-2 - naphthacene-
carboxamide. It is so purified and dried
that:

(i) Its potency Is equivalent to not
less than 968 micrograms of chlortetra-
cycline hydfochloride per milligram
when calculated on an anhydrous basis.

(ii) It passes the toxicity test.
(iii) Its moisture content is not more

than 5.0 percent.
(iv) Its pH in an aqueous solution con-

taining 10 milligrams per milliliter is not
less than 4.0 and not more than 7.0.

(v) Its absorptivity at 445 mz is
107.2±h4.0 percent of the chlortetracy-
cline hydrochloride working standard
similarly treated and both calculated on
the anhydrous basis.

() Packaging. In all cases the im-
mediate containers shall be tight con-
tainers as defined by the U.SP., and
shall be of such composition as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond
any limits therefor in applicable stand-
ards, except that minor changes so
caused that are normal and unavoidable
in good packaging, storage, and distribu-
tion practice shall be disregarded -

(3) Labeling. Each package of chlor-
tetracycline shall bear on Its outside
wrapper or container and the immedi-
ate container, as hereinafter Indicated,
the following:

i) The batch mark.
(ii) The number of micrograms of

chiortetracycline hydrochloride equiva-
lent per milligram and the total number
of grams in the immediate container.

(iii) The statement "Expiration date
"- the blank being filled in

with the date that is 12 months after the
month during which it was certified.

(iv) The statement "For use only in
the manufacture of nonsterile veterinary
drugs".

(v) The statement "Caution: Federal
law prohibits dispenbng without pre-
scription".

(4) Request for certification, check
tests and assays; samples. (i) In addi-

tion to complying with the requirements
of § 431.1 of this chapter, a person who
requests certification of a batch shall
submit with his request a statement
showing the batch mark, the number of
packages of -each size in the batch and
(unless It was previously submitted) the
date on which the latest assay of the
drug comprising the batch was com-
pleted. Such request shall be accom-
panied or followed by results of tests and
assays madd by him on the batch for
potency, toxicity, moisture, pH, crytal-
linity, and absorptivity.

0i) Such person shall submit with
his request an accurately representative
sample of the batch consisting of 10
packages, each containing approximately
300 milligrams taken from a different
part of such batch mid each packaged In
accordance with the requirements of
paragraph (a) (2) of this section.

(III) In connection with contemplated
requests for certification of batches of
another drug in the manufacture of
which chlortetracycline is to be used, the
manufacturer of the batch that is to be
so used may request the Commissioner
to make check tests and assays on a
sample of such batch taken as prescribed
by paragraph (a) (4) (ii) of this sec-
tion. From the Information required by
paragraph (a) (4)(0) of this section may
be omitted results of tests and assays not
required for the batch when used in such
other drug. The Commissioner shall
report to such manufacturer the results
of such check tests and assays as are so
requested.

(b) Tests and methods of assay-(I)
Potency. Proceed as directed in § 446.10a
(b) (1) of this chapter.

(2) Toxicity. Proceed as directed In
§ 440.80a(b) (4) of this chapter, using as
a test dose 0.5 milliliter of an aqueous
solution containing the equivalent of 2.0
miligrams of chlortetracycline hydro-
chloride per milliliter, prepared by dis-
solving approximately 40 milligrams of
the sample in 2.0 milliliters of 0,1N hy-
drochloric acid and diluting with the
required amount of water.

(3) Moisture. Proceed as directed In
§ 440.74a(b) (5) of this chapter.

(4) pH. Proceed as directed in
§ 440.80a(b) (5) (ii) of this chapter, using
an aqueous solution containing 10 milli-
grams per milliliter.

(5) Microscopical test for crystallinity.
Mount a few particles of the sample in
mineral oil and examine by means of a
polarizing miscroscope. The partioles
reveal the phenomena of birefrngenco
and extinction positions on revolving the
microscope stage.

(6) Absorptivity-(i) Regents-(a)
Hydrochloric acid. 5N and 1N aqueous
solutions.

(b) Sodium bisulfite. 10 grams per
100 milliiters .of water. This reagent
must be freshly prepared.

(c) Buffer solution, pH 7.5. 178
grams of anhydrous K3HP04 and 22
grams of anhydrous KXH.PO4 per liter of
water, Filter the solution before using.

(d) Stock standdrd solution. Weigh
exactly 100.0 milligrams of chlortetra-
cycline hydrochloride working standard
and transfer to a 100-milliliter volumot-
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ri flask. Dilute to mark'with water standard and standard blank, respec-
-and mix well. Store In refrigerator (50 tively.

C. to 8 °0 C.) in an amber bottle. The (c) To the sample and the standard
.solution is stable and may be used for add in this order: 12 milliliters of 5N

1- week. hydrochloric acid; 15 milliliters of buffer
(e) Working standard solution. Pipet solution, pH 7.5; and 2 milliliters of

10.0millilitersofthestockstandardsolu- sodium bisulflte solution. Suspend in a
tion into a 100-milliliter- volumetric boiling water bath for exactly 7 minutes,
flask. Dilute to mark with water and and swirl occasionally. (It Is essential
mix well. Each milliliter contains 0.1 that the water boils throughout the en-
milligram of chlortetracycline hydro- tire heating period.)
chloride. (Prepare just before using.) (d) To the sample blank and stand-

(ii) Preparation of sample. Weigh ard blank, add 15 milliliters of buffer
accurately about 100 milligrams of sam- solution, pH, 7.5, and 2 milliliters of sodi-
ple and transfer to a 1-liter volumetric um bisulfite solution. Suspend n a
flask with the aid of water. Add 10 mil- boiling water bath for 5 minutes with
liliters of IN hydrochloric acid and 100 occasional swirling. After exactly 5
millililters of water. Mix until solution minutes has elapsed add 12 milliliters of
is complete. Make to mark with water' 5N hydrochloric acid and heat for an
and mix thoroughly. Udditional 2 minutes.

(iii) Procedure. (a) Pipet two 10.0- - (e) After the completion of the heat
m fer portions of the~ftnal dilution of treatment, immediately cool all the
the sample into each of two 50-milliliter flasks under tap water. Fill each flask
volumetric flask, referred to in para- to mark with water and mix well.
graph (b) (6) (iii) of this section as sam- (W Read the absorbances of the
ple and sample blank, respectively. standard and sample against their re-

" (b) Pipet two 10.0-milliliter portions of
theworking standardinto each of two 50- spective blanki at a wavelength of 445
milliliter volumetrid flasks, referred to in MA in a suitable spectrophotometer.
paragraph (b) (6) (iii) of this section as" (iv) Calculation.

(A445 sample) (0.02) (1000) (80) (100) (100)
(A445 standard) (sample wt. in -g.) (i0) (100-percent moisture in ramplo)

-percent of absorptivity compared to -the chlortetracycllne hydrochloride working standard

§ 539.210b Oldortetracycline Lisulfate.
(a) Requirenients for certfllcation-

(I) Standards of identity, strength,
quality, and purity. Chlortetracycline
bisulfate is the crystalline acid sulfate
salt of chlortetracycline, containing
butyl acbhol bound.to or complexed with

- it. It is so purified and dried that:
(i) Its potency is equivalent to not-

-less than 760 micrograms of chlortetra-
cycline -hydrochloride per iniligram
when corrected for the moisture and
butyl alcohol content.

(i) It is nontoxic.
(iii) Its moisture content is not more

than 2.0 percent.
(iv) Its butyl alcohol content is not

more than 15 percent.
(v) Its sulfate content is not less than

15 percent when- corrected for moisture
and butyl alcohol content.

(vi) Its absorptivity, when corrected
* for its moisture and butyl alcohol con-
tent,/Is 89 percent ±k6 percent of that
of the chlortetrapycline hydrochloride
working standard.similarly treated and
calculated on the anhydrous basis.

(2) Packaging. In all cases, the im-
mediate containers shall be tight con-
tainers as defined by the U.S.P. The
composition of the immediate container
shall be such as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused that are normal and
unavoidable In good packaging, storage,
and distribution practice shall be
disregarded.-

(3) Labeling. Each pdckage shall
bear on its outside wrapper or container
and the immediate container:

(I) The batch mark.
(iW The number of milligrams of

chlortetracycline hydrochloride equiva-
lent per gram and the number of grams
in the Immediate container.

(ill) The statement 'Expiration date
-", the blank. belng filled In

with the date that is 48 months after the
month during which the batch was cer-
tified.

(iv) The statement "For use only in
the manufacture of nonsterile veterinary
drugs"f.

(4) Request for certification; samples.
(W) In addition to complying, with the
requirements of § 431.1 of this chapter, a
person who requests certification- of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size In the
batch, the number of milligrams of
chortetracycline hydrochloride equiva-
lent per gram, and the total number of
grams In each package. Such request
shall be accompanied or followed by the
results of tests and assays made by him
on the batch for potency, toxicity, mois-
ture, butyl alcohol content, sulfate con-
tent, absorptivity, and crystallinity.

(ii) Such person shall submit with his
reqdest an accurately representative
sample of the batch, consisting of 10
packages each containing approximately
0.5 gram taken from a different part of
such batch, and each shall be packaged
In accordance with the requirements of
paragraph (a) (2) of this section.

(b) Tests and Methods of assay--(1)
Potency. Using a 3.0-gram sample,
proceed as directed in § 446.10a(b) (1) of
this chapter, except § 446.10a(b) (1) (ix)
of this chapter.
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(2) Toxicity. Proceed as directed in
§ 440.80a(b) (4) of this chapter, using as
a test dose 0.4 mIll"Ilter of an equeous
solution containing 2 milligrami of
chlortetracycline hydrochloride equiva-
lent per milliliter.

(3) Moisture. Proceed as directed in
§ 440.80a(b) (5) (1) of this chapter.

(4) Butyl alcohol contezt-i) Ceric
nitrate reagent. Dissolve 20 grams of
ceric ammonlum nitrate ((NE),Ce
(NO)*.2HO) In 4 M HNOs and make up
to 100 mIlliters with 4 H HNOz.

(I) Sample. Accurately weigh an
amount of sample calculated to contain
approximately 30 milligrams of butyl
alcohol and transfer It to a 50-milliliter
round-bottom distillation flask Dissolve
the sample In 25 milliliters of distilled
water, add a small amount of antifoam
agent, and connect to a condenser termi-
nating in an adapter. The end of the
adapter Is Inserted deep into a 25-milli-
liter graduated cylinder, which stands
in an Ice water bath. Distill slowly un-
til 7 to 8 mniiters have collected. Warm
the distillate to room temperature, trans-
fer to a 10-milliliter volumetric flask,
using not more than 1 milliliter of water
to rinse out the graduate, and make up
to 10 milliliters. Pipette 5 milliliters of
this Into a test tube, add 2 milliliters of
the cerl nitrate reagent, and mix.

(iI) Standard. Prepare a standard
made by diluting 3 milliliters of reagent
grade n-butyl alcohol with about 800
n21ilite of distilled water in a 1,000-
m11iiter volumetric flask, shaking until
solution is complete, then diluting to the
mark with water. Use 5 milliliters of
this plus 2 militers of cerl nitrate
reagent as the standard.

(iv) Blank solution. Prepare a blank
made by mixing 5 milliliters of distilled
water with 2 milliliters of the eerie ni-
trate reagent.

(v) Procedure. Use a suitable spec-
trophotometer and 1-centimeter cells.
Adjust the instrument to zero absorbance
with the blank solution. Immediately
read the absorbancies of the sample and
the standard at 475 millimcrons. Cal-
culate the percent butyl alcohol as
follows:
Percent butyl alcohol

A zampleXO.003X1OX0.81XI00
-- AstandardxO.98xw

Where:
A sample Is the absorbance of the sample

at 475 TmfImironS,
A standard L the absorbance of the butyl

alcohol standard containing 0.003 mfll-
liter/mmillter;

W Is the weight of sample in grams:
0.81 Is the dansity of butyl alcohol; and
The factor 0.98 corrects for incomplete re-

covery of butyl alcohol In the distillation
tep.

(5) Percent sulfate. Transfer an ac-
curately weighed sample of approxi-
mately 1.0 gram to a 250-milliliter
beaker. Add about 100 mIiliters of
distilled water and stir to dissolve. Neu-
tralize the solution to litmus paper with
1:1 ammonium hydroxide, and- warm.
If precipitation occurs, filter and wash
the filter paper with warm water. Neu-
tralize the filtrate to litmus with 1:1
HCI and add 4 milliliters excess. Bring
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the solution to a boil and add, with con-
stant stirring, sufficient boiling 10 per-
cent barium chloride solution to precipi-
tate all the sulfate, and a slight excess.
Digest on a steam bath for 1 hour. Filter
through Whatman No. 40 filter paper or
equivalent. Wash the precipitate with
hot water Until the washings give no test
for chloride with 0.1N silver nitrate solu-
tion. Transfer the filter paper and pre-
cipitate to a tared porcelain crucible.
Dry over a low flame; then carefully
burn off the fiter paper. Finally, heat
strongly but do not blast. Cool the
crucible and weight. After subtracting
the weight of the crucible, the residue is
barium sulfate. By use of the following
formula, calculate the percent sulfate in
sample.
Weight BaSOX0.4115X100

Weight of sample -percent sulfate.
(6) Absorptivity. Accurately weigh ap-

proximately 100 milligrams of the sam-
ple and place in a 100-milliliter volu-
metric flask. Dissolve the sample in ap-
proximately 40 milliliters of distilled
water by mixing thoroughly. Dilute to
exactly 100 milliliters with distilled
water and mix thoroughly. Transfer a
10.0 milliliter aliquot of this solution to
a 250-milliliter volumetric flask, dilute to
mark with 0.1 N hydrochloric acid, and
mix thoroughly. Determine the ab-
sorbance of the solution at 368 milllmi-
crons compared with distilled water as
a blank. Use a suitable spectropho-
tometer for the absorbance measure-
ments.
Abaorptivity (1%, I cm.)

Absorbance at 368 mX2,500X10
-Weight of sample in milligrams.

X(100-M-B)
Where:

M--percent moisture in the sample;
B=percent butyl alcohol In the sample.
(7) Crystallinity. Proceed as directed

In § 440.80a(b) (5) (Ili) of this chapter.
Subpart D-Bulk Provisions for Peptide

Antibiotics for Animal Use
§ 539.310 Bacitracin methylene disa-

licylatc.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality, and-purity. Bacitracin methyl-
ene disalicylate is the methylene dl-
sallcylate salt of a kind of bacitracin.
It Is so purified and dried that:

(i) Its potency is not less than 14
units per milligram on an anhydrous
basis.

(ii) It is nontoxic.
(iII) Its moisture content is not more

than 7 percent.
(v) Its pH in a saturated aqueous so-

lution Is not less than 3.5. and not more
than 5.0.

(2) Packaging. In all cases the im-
mediate containers shall be tight con-
tainers as defined by the U. S. P. The
composition of the immediate containers
shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so ca.sed which are nor-
mal and unavoidable in good packaging,
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storage, and distribution practice shall
be disregarded.

(3) Labeling. Each package of bac-
Itracin methylene disalicylate shall bear
on its label or labeling,' as hereinafter
indicated, the following:

(I) On the outside wrapper or con-
tainer and the immediate container:

(a) The batch mark.
(b) The number of units of bacitra-

cin per gram, the number of grams of
bacitracin activity per pound, and the
weight of the drug in the Immediate
container.

(c) The statement "Expiration date
-", the blank being filled in

with the date which is 24 months after
the month during which the batch was
certified, except that the blank may be
filled in with the date which is 36
months or 48 months after the month
during which the batch was certified If
the person who requests certification
has submitted to the Commirsioner re-
sults of tests and assays showing that
such drug as prepared by him is stable
for such period of time.

(d) The statement "For veterinary
use only".

(ii) On the circular or other labeling
within or attached to the package:

(a) Adequate directions and warnings
for the vetkrinary use of the drug by the
laity.

(b) If it is intended for use in animals
raised for food production, labeling in
ccordance with the requirements of
regulations in Part 121 of this chapter
and this Subchapter E.

(4) Request for certification; samples.
(i) In addition to complying with the

requirements of § 431.1 of this chapter,
a person who requests certification of a
batch shall'submit with his request a
statement showing the batch mark,
the number of packages of each size
in the batch, the number of units 9f
bacitracin' activity per gram, and the
number of grams of bacitracin activity
per pound. Such request shall be ac-
companied or followed by the results of
tests and assays made by him on the
batch for potency, toxicity, moisture,
and pH.

(ii) Such person shall submit with his
request an accurately representative
sample of the batch, consisting of 5
packages each containing approximately
5 grams taken from a different part of
such batch, and each shall be packaged
in accordance with the requirements of
paragraph (b) of this section.

(b) Tests and Methods of assay-(1)
Potency. Proceed as directed in § 448.-
l0a(b) (1) (1), except in lieu of the direc-
tions for preparing the sample in
§ 448.10a(b) (1) (1) (b) of this chapter
prepare the sample as follows: Place an
accurately weighed sample of approxi-
mately 1 gram in a blending jar, add 99
milliliters of an aqueous solution of
2-percent sodium bicarbonate and 1
milliliter of polysorbate 80 and blend for
3 minutes In a high-speed blender. Allow
the foam to subside, remove an aliquot of
the solution, and dilute to 1 unit per
milliliter with 1-percent phosphate
buffer.

(2) Toxicity. Proceed as directed In
§ 436.33 of this chapter.

(3) Moisture. Proceed as directed In
§ 440.80a(b) (5) (1) of this chapter.

(4) pH. Proceed .as directed In
§ 440.80a(b) (5) (Il) of this chapter, using
a saturated aqueous solution contain-
ing approximately 50 milligrams per
milliliter,

PART 540-PENICILLIN ANTIBIOTIC
DRUGS FOR ANIMAL USE

Se. Subpart A-Oral Dosage Forms

540.105 Ampicillin capsules.
540.107 Ampicilin. trlhydrato oral dosago

forms.
540.107a Ampicilln trhydrate tablets.
540.107b Ampicilin trihydrate capsules.
540.107c Ampicilia trlhydrato for oral sus-

pension.
540.107d Ampicillin trihydrate soluble pow-

der.
540.107e Ampicillin trihydrato boluses.
540.114 Benzathino cloxacillin.
540.114a Sterile benzathino cloxacillin.
540.119 Sodium dicloxacillin monobydrato

capsules.
540.129 Potassium hetaclhin oral dozago

forms.
540.129a Potassium hetacillin tablets.
540.129b Potassium hetacillin capsulei.
540.129c Potassium hetaCllin oral suspen-

sion.
540.153 Aluminum penicillin tablets.
540.155 Benzathine ptnIcllin 0 oral sus-

pension, berzathino penicillin a
for oral suspension (benzathine
penicillin a powder),

540.160 Dlbenzylamine penicillin and potas-
- slum penicillin powder, buffered,

540.163 Ephedrine penicillin tablets,
540.166 Hydrabamine penicillin C oral sus-

pension.
540.173 Potassium phenoxymethyl penicillin

oral dosage forms.
540.173a Potassium phenoxymothyl penicillin

for oral solution; potassium phon-
oxymethyl penicillin for oral solu-
tion.

540.173b Penicillin tablets.
540.174 Procaine penicillin oral dosage

forms.
540.174a Buffered penicillin powder, penicil-

lin powder with buffered diluent.
540.174b Penicillin streptomycin powder.

penicillin dihydro.troptomycln
powder.

540.174c Procaine penicillin In oil capsules.
540.180 Penicillin oral -doage formi,
540.180a Penicillin ard novoblocin capsulc.
540.180b Penicillin-strop tomycin tabloto;

penicillin - dihydrostreptomycn
tablets.

540.181 Crystalline penicillin oral dosage
forms.

540.181a Crystalline penicillin 0 oral 5upen-
slon; crystalllno penicillin 0
sodium oral suspension: pot a -
slum penicillin G oral supmaelon.

540.181b Potassium penicillin a In drinking
water.

Subpart B-Implantatlon or Injoctablo Dosage
Forms

40.207 Sterile ampicllln trihydrato Im-
plsntation and Injectable dosage
formu.

540.207a Sterile ampelililn trihydrato us-
pension.

540.07o Steille ampleilln trlhydrato for
suspension

540.250 Penicillin-streptomylo; penicillin-
dihydrotreptomy In.

540.253 Aluminum penicillin in oil.
540.255 Benzathino penicillin 0 Implanta-

tion and injectable dosage forms,
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Sec.
540.255a Benzatbine penicillin G suspension.
540.255b Benzathine penicillin G in oil.
540.255c Sterile benzathine penicillin G and

procaine penicillin G for aqueous
injection.

540.259 Chloroprocaine penicillin 0 for
aqueous Injection.

540.260 DibenzylamIne penicillin and strep-
tomycin In oil; dlbenzylamine
penicillin and -lihydrostrep-
tomycin in oil.

540.261 Diethylaminoethyl ester penicillin
G hydriodide for aqueous injec-
tion (penicillin G diethylamino-
ethyl ester hydriodide for 9queous
injection).

540.265 Z-1phenanine penicillin G In-
plantation. and injectable dosage
forms.
'water.

540.265a -Ephenamine penicillin G in oil.
540.265b I-Ephenamlne penicillin G for

aqueous injection.
540274 Procaine penicillin G Implantation

and f njectable dosage forms.
540.274a Procaine penicillin for aqueous In-

- - jection.
540.274b Procaine penicillin G aqueous sus-

pension.
540.274c P4ocine penicillin G In oil.
540.274d Procaine penicillin in streptomycin

sulfate solution; procaine penicil-
In. in dihydrostreptomycin sul-
fate solution.

540.274e Procaine penicillin and streptomy-
cin in oil; procaine penicillin and
dihydrostreptomycin in oil.

540.274f Penicillin and dihydrostreptomycin-
streptomycin sulfates; procaine
penicillin in dihydrostreptomy-
cin-streptomycin sulfates solu-
tion.

540.280 Sodium penicillin (penicillin sodl-
um..pencllin sodium salt), cal-
cium penicillin (penicillin calci-
um, penicillin calcium salt), crys-
talline penicillin (crystalline pen-
icillin sodium, crystalline penicil-
lin sodium salt, crystalline peni-
cillin potassium, crystalline penl-
cillin potassium salt, crystalline
penicilin G sodium, crystalline
]enlcilin G sodium salt, crystal-
line penicillin G potassium, crys-
talin penicillin G potassium
salt, crystalline penicillin 0 sodi-
um; crystalline penicillin 0 so-
dium salt, crystalline penicillin 0
potassium, crystalline penicillin 0
potassium salt).

540.281 Crystalline penicillin implantation
and injectable dosage forms.

540.281a Crystalline penicillin and epine-
phrne in oil.

540.281b Buffered crystalline penicillin.
Subpart C-Ophthalmic and Topical DosageForms

540.380 Penicillin ophthalmic and topical
dosage forms.

540.380a Penicillin ointment.
540.380b Procaine penicillin-neomycin-poly-

myxin'in oil; procaine penicillin-
neomycin-polymyxin ointment.
Subparts D-G [Reserved]

Subpart H-Intramammary Dosage Forms
540.814 Benzathlne cloxacillin for intta-

mammary infusion.
540.814a Sterile benzathine cloxadillin for

intramammary infusion.
540.829 Potassium hetacillin intramammary

infusion.
540.874 Procaine penicillin G ntramam-

mary dosage forms.
540.874a Procaine penicillin G in oil.
540.874b Procaine penicillin G-sodium novo-

biocin in oil.

Sec.
540.874c Procaine penicillin G-neomycin In

oil.
540.874d Procaine penicillin and streptomy-

cin In ol; procaine penicilin and
dihydrostreptomycin in oil.

540.874o Procaine pencillin and dibydro-
streptomycin in oil.

540.874f Procaine penicillin G-noroblocin
for ntramammary Infusion.

540.881 Crystallino penicillin-streptomycin-
polymyxin - oxytetracydline - car-
bomycin powder, crystalline pen-l-
cillln - dlhydrostreptomycln-poly-
myxin - oxytetracycline-carbomy-
cin powder.

AurHoarr': Secs. 507. 512, 59 Stat. 463 as
amended, 82 Stat. 343-351 (21 U.S.C. 360b,
357), unless otherwise noted.

Subpart A--Oral Dosage Forms
§ 540.105 Ampicillin capsules.

(a) Requirements for certification-
(l) Standards of identity, strength, qual-
ity, and purity. Ampicllin capsules are
composed of amplcllmn with or without
one or more buffer substances, diluents,
binders, lubricants, vegetable oils, color-
ings, and flavorings, enclosed in a gelatin
capsule. Each capsule contains 125 milli-
grams or 250 milligrams of ampicillin. Its
potency is satisfactory, if It is not less
than 90 percent and not more than 120
percent of the number of milligrams of
ampicillin that it is represented to con-
tain. The loss on drying Is not more
than 4.0 percent. The ampicillin used
conforms to the standards prescribed by
§ 440.5 (a) (1) of this chapter.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
paragraph (c) of this section and § 510.55
of this chapter.

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(I) Results of tests and assays on:
(a) The ampicillin used In making the

batch for potency, safety, loss on drying,
pH, ampidlln content, concordance,
crystallinity, and Identity.

(b) The batch for potency and loss
on drying.

(ii) Samples required:
(a) The ampicillin used In making the

batch: 10 packages, each containing ap-
proximately 300 milligrams.

(b) The batch: A, minimum of 30
capsules.

(b) Tests and methods of assay-Cl)
Potency. Assay for potency by either of
the following methods; however, the re-
suits obtained from the microbiological
agar diffusion assay shall be conclusive.

() Microblological agar diffusion
assay. Proceed as directed In § 436.105 of
this chapter, preparing the sample for
assay as follows: Place a representative
number of capsules into a high-speed
glass blender Jar with su licient 0.1M
potassium phosphate buffer, pH 8.0
(solution 3), to give a convenient con-
centration. Blend for 3 to 5 minutes. Re-
move an aliquot and further dilute with
solution 3 to the reference concentration
of 0.1 microgram of ampicillin per milli-
liter (estimated).

(ii) lodometric assay. Proceed as di-
rected In § 436.204 of this chapter, pre-
paring the sample as follows: Place the

contents of a representative number of
capsules Into a high-speed glass blender
Jar, and add sufficient distilled water to
give a convenient concentration. Blend 3
to 5 minutes. Filter through Whatman
No. 2 filter paper. Further dilute an all-
quot of the filtrate with distilled water to
the prescribed concentration.

(2) Loss on drying. Proceed as directed
in § 436.200(a) of this chapter.

c) Conditions of marketing-l)
Specifications. The drug conforms to the
certification requirements of paragraph
(a) of this section.

(2) Sponsor. See No. 000008 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (1) The drug is
administered orally as follows:

(a) To dogs:
(1) In the treatment of urinary tract

Infecptns (cystitis) due to Proteus spp.,
hemolytic and non-hemolytic streptococ-
ci, beta hemolytic streptococci andE. coi.

(2) In upper respiratory tract infec-
tions tracheobronchitis (kennel cough),
tonsillitis due to alpha and beta hemo-
lytic streptococci, hemolytic positive
Staphylococc, E. coUi and Proteus spp.

(3) In Infections associated with
abscesses, lacerations, and wounds due to
Staphylococcus spp. and Streptococcus
Spp.

(b) To cats:
(1) In respiratory tract infections

(bacterial pneumonia) due to alpha and
beta hemolytic streptococci, hemolytic
positive staphylococcl, E. coil, and Pro-
teus spp.

(2) In infections associated with
abscesses, lacerations, and wounds due to
Staphylococcus spp. and Streptococcu
spp.

(fl) Dosage is recommended as follows:
(a) In dogs 5 to 10 milligrams per

pdund of body weight, e.g., one 125 milli-
gram capsule per 14 to 25 pounds, given
2 to 4 times daily; for those weighing 6
to 14 pounds, one capsule twice daily
is suggested.

(b) In cats, 125 milligrams twice
daily; In more acute conditions -three
times daily.

(Ill) Bacteriologic studies to determine
the causative organisms and their
susceptibility to ampicillin should be
performed.

(1v) Use of the drug Is contraindicated
In animals with a history of an allergic
reaction to any of the penicillIns. Ampl-
imln Is contraindicated in infections

caused-by penlclllinase-produclng or-
ganisms.

(v) Not for use in animals which are
raised for food production.

(vi) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 540.107 Ampicillin trihydrate o r a I

dosago forms.
§ 540.107a Ampicillin trihydrate tab-

lets.
(a) Requirements for certification--

(1) Standards of identity, strength,
quality, and purity. Ampicllin trihyrate
tablets are composed of ampicllin tri-
hydrate with suitable binders, fillers, lu-
bricants, expanders, coloring, and flavor-
ing. Each tablet contains 50 or 100 milli-
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grams of ampicllin. Its potency is satis-
factory if it is not less than 90 percent
and not more than 120 percent of the
number of milligrams of ampicillin that
it is represented to contain. Its loss on
drying is not more than 10 percent. The
tablets disintegrate within 30 minutes.
The ampicillin trihydrate used conforms
to the standards prescribed by § 440.7 of
this chapter. Each other ingredient used,
if Its name is recognized in the U.S.P. or
N.F., conforms to the standards pre-
scribed therefor by such official com-
pendium.

(2) Packaging. It shall be packaged in
accordance with the requirements of
§ 510.45 of this chapter.

(3) Labeling. It shall be labeled 'in
accordance with the requirements of
paragraph (c) of this section and § 510.55
of this chapter, and shall, in addition, be
labeled "veterinary ampicillin tablets".

(4) Requests for certification; sam-
ples. In addition to complying with the.
requirements of § 514.50 of this chapter,
each such request shall contain:

(I) Results of tests and assays on:
(a) The ampicillin trihydrate used in

making the batch for potency, toxicity,
moisture, pH, ampicllin content, con-
cordance, crystallinity, and identity.

(b) The batch for potency, loss on
drying, and disintegration time.

(ii) Samples required:
(a) The ampicllin trihydrate used in

making the batch, 10 containers, each
containing not less than 300 milligrams.

(b) The batch: A minimum'of 36
tablets.

(b). Tests and methods of assay-Cl)
Potency. Use either of the following
methods; however, the results obtained
from the microbiological agar diffusion
assay shall be conclusive:

(i) Microbiological agar diffusion as-
say. Proceed as directed in § 436.105 of
this chapter, preparing the sample for
assay as follows: Place a xepresentative
number of tablets into a high-speed glass
blender jar with sufficient 0.1M potas-
sium phosphate buffer, pH 8.0 (solution
3), to give a stock solution of convenient
concentration. Blend for 3 to 5 minutes.
Further dilute an aliquot of the stock
solution with solution 3 to the reference
concentration of 0.1 microgram of ampi-
cillin per milliliter (estimated).

(li) Iodometric assay. Proceed as di-
rected in § 436.204 of this chapter, pre-
paring the sample solution as' follows:
Place a representative number of tablets-
into a high-speed glass blender jar with
sufficient distilled water to give a stock
solution of convenient concentration.
Blend for 3 minutes. Further dilute an
aliquot of the stock solution with dis-
tilled water to give the prescribed
concentration.

(2) Loss on drying. Proceed as di-
rected in § 436.200(a) of this chapter.

(3) Disintegration time. Proceed as
directed in § 436.212 of this chapter us-
ing the procedure described in para-
graph (e) (1) of that section.

(W) Conditions of marketing-()
Specifications. The drug contains ampi-
cillin as ampicillin trihydrate and con-

forms to the certification requirements
of paragraph (a) of this section.

(2) Sponsor. See No. 000029 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (i) The drug is
administered orally for treatment of in-
fections associated with abscesses, lac-
erations, and wounds caused by Staphy-
lococcus spp. and Streptococcus spp. in
dogs.

(ii) Dosage is recommended at 5 mg
per pound of body weight, at 8-hour in-
tervals 1 to 2 hours prior to feeding.
Treatment should becaontinued for 36 to
48 hours after all symptoms have sub-
sided.

(iii) It is not for use in animals which
have shown hypersensitivity to penicillin
or for infections caused by penicillinase-
producing organisms.

(iv) It is not for use in animals which
are raised for food production.

Cv) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.
§ 540.107b Ampicillin trihydrate cap-

sules.

(a) Requirements for certifcation--
<1) Standards of identity, strength,
quality, and purity. Ampicllln trihy-
drate capsules are composed of ampi-
cillin trihydrate with or without one or
more diluents, binders, or lubricants, en-
closed in a gelatin capsule. Each capsule
contains ampicillin trihydrate equivalent
to 125, 250, or 500 milligrams of ampi-
cillin. Its potency is satisfactory if it is
not less than 90 percent and not more
than 120 percent of the number of milli-
grams of ampicllin that it is represented
to contain. Its loss on drying is not less
than 10 percent and not more than 15
percent. The ampicillin trihydrate.used
conforms to the standards prescribed by
§ 440.7(a) (1) of this chapter.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
paragraph (c) of this section and § 510.55
of this chapter, and, in addition, this drug
shall be labeled "ampicillin capsules,
veterinary."
(3) Requests for certification; samples.

In addition to complying with the re-
quirements of § 514.50 of this chapter,
each such request shall contain:
(i) Results of tests and assays on:
(a) The ampicillin trihydrate used in

making the batch for potency, safety,
loss on drying, pH, ampicillin content,
concordance, crystallinity, and Identity.

°(b) The batch for potency and loss on
drying.
(ii) Samples required:
(a) The ampicillin trihydrate used in

making the batch: 10 packages, each
containing approximately 300 milli-
grams.
(b) The batch: A minimum of 30 cap-

sules.
(b) Tests and methods of assay-Cl)

Potency. Assay for potency by either of
the following methods; however, the re-
siits obtained from the microbiological
agar diffusion assay shall be conclusive.
(I) Microbiological agar diffusion as-

say. Proceed as directed in § 436.105 of

this chapter, preparing the sample for
assay as follows: Place a representative
number of capsules Into a high-speed
glass blender Jar with sufficient 0.1M po-
tassium phosphate buffer, pH 8.0 (solu-
tion 3), to give a convenient concentra-
tion. Blend for 3 to 5 minutes. Remove
an aliquot and further dilute with solu-
tion 3 to the reference concentration of
0.1 microgram of amplclllln per millili-
ter (estimated).

(if) Jodometric assay. Proceed as di-
rected in § 436.204 of this chapter, pre-
paring the sample as follows: Place the
contents of a representative number of
capsules into a blending Jar and add
sufficient distilled water to give a stock
solution of convenient concentration.
Blend for 3 minutes. Filter through
Whatman No. 2 filter paper. Further
dilute an aliquot of the flltrate with dis-
tilled water to the prescribed concentra-
tion.

(2) Loss on drying. Proceed as directed
in § 436.200(a) of this chapter.

(c) Conditions of markcting-W()
Specifications. The drug is in capsule
form and conforms to the certification
requirements of paragraph (a) of this
section.

(2) Sponsor. See No. 000003 in § 510.-
600Cc) of this chapter.

(3) Conditions of use. (i) It is used in
dogs as follows:

(a) It is administered as a treatment
against strains of gram-negative and
gram-positive organisms sensitive to am-
picilln and associated with respiratory
tract infections (tracheobronchitis and
tonsillitis) ; urinary tract infections
(cystitis) ; bacterial gastroenteritis; gen-
eralized infections (septicemia) associ-
ated with abscesses, lacerations, and
wounds; and bacterial dermatitis.

(b) Administer 5 to 10 milligrams per
pound of body weight two or three times
daily. In severe or acute conditions, 10
milligrams per pound of body weight
should be given three times daily. Dosage
should be administered 1 to 2 hours prior
to feeding.

(Cf) Itis used in cats as follows:
Ca) It Is administered as a treatment

against strains of gram-negative and
gram-positive organisms sensitive to am-
picillin and associated with respiratory
tract infections (bacterial pneumonia);
urinary tract infections (cystitis); and
generalized infections (septicemia) as-
soclated with abscesses, lacerations, and
wounds.

(Wl) Administer 10 to 30 milligrams
per pound of body weight two or three
times daily. Dosage should be adminis-
tered 1 to 2 hours prior to feeding.

(III) The drug may be given as an
emergency measure; however, in vitro
sensitivity tests on samples collected
prior to treatment should be made, Am-
picillin is contraindicated for use In
infections caused by penicillinase-
producing organisms and for use in dogs
and cats known to be allergic to any of
the penicillins. It is also not to be used
in animals raised for food production.

(iv) For use only by or on the order
of a licensed veterinarian.
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§ 540.107c Ampicillin trihydrate for
oral suspension.

(a) Requirements for certification-
(1) Standards of identity, strength, qual-
ity, and purity. Ampicdillin trihydrate
for oral suspension is a mixture
of ampicillin trihydrate with one or more
suitable and harmless colorings, flavor-
ings, buffers, sweetening ingredients, and
preservatives. When reconstituted as di-
rected in the labeling, it contains ampi-
cillin trihydrate equivalent to 25 milli-
grams of ampicillin per milliliter. Its
potency is satisfactory if it is not less
than 90 percent and not more than 120
percent of the number of milligrams of
ampicillin that it is represented to con-
tain. Its moisture content is not more
thai 2.5 percent. Its pH, when reconsti-
tuted as directed in the labeling, is not
less than 5.0 and is not more than 7.5. The
ampicillin- trihydrate used conforms to
the standards prescribed by § 440.7(a) (1)
of this chapter.

(2) Labeling. . The drug shall be
labeled in accordance with the require-
ments prescribed by paragraph (c) of this
section and § 510.55 of this chapter, and
in addition, it shall be labeled "ampicillin
for oral suspension, veterinary".

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The ampicillin trihydrate used in

making the batch for potency, safety,
loss on drying, pH, ampicllin content,
concordance, crystallinity, and identity.

(b) The batch for potency, moisture,
and pH.

(ii) Samples required:
(a) The ampicillin trihydrate used in

making the batch: 10 packages, each
containing approximately 300 milli-
grams.

, (b) The batch: A minimum of six im-
mediate containers.

(b) Tests 'and methods of assay-(l)
Potency. Assay for potency by either of
the following methods; however, the re-
sults obtained from the microbiological
agar diffusion assay shall be conclusive:

(i) Microbiological agar diffusion as-
say. Proceed as directed in § 436.105 of
this chapter, preparing the sample for
assay as follows: Reconstitute the drug
as directed in the labeling. Place an ac-
curately measured representative portion
of the sample into a suitable volumetric
flask and dilute to volume 0.lM potas-
sium phosphate buffer, pH 8.0 (solution
3), to give a convenient concentration.
Mix well. Further dilute an aliquot with
solution 3 to the reference concentration
of 0.1 microgram of ampicillin per nilli-
liter (estimated).
- (ii) lodometric assay. Proceed as di-

rected in § 436.204 of this chapter, pre-
paring the sample is follows: Recon-
stitute the drug as directed in the label-
ing. Place an pccurately measured
aliquot, usually a single dose, into an ap-
propriate-sized volumetric flask and
dilute to volume with I percent potassium
phosphate buffer, pH 6.0 (solution I).
Mix well. Further dilute with solution 1
to the prescribed concentration.
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(2) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(3) pH. Proceed as directed in § 436.-
202 of this chapter, using the drug re-
constituted as directed in the labeling.

c) Conditions of marketing-l)
Specifications. The drug contains ampi-
cdllin as ampicillin trihydrate and con-
forms to the requirements of paragraph
(a) of this section. When reconstituted
as directed in the labeling, It contains 125
milligrams of ampicillin per 5 milliters
of suspension.

(2) Sponsor. See No. 000003 In § 510.-
600(c) of this chapter.
* (3) Conditions of use-(i) Dogs. (a)

It is indicated in the treatment of respi-
ratory tract infections (tracheobronchl-
tis and tonsillitis) due to E. col, Pseudo-
monas spp., Proteus spp., Staphylococcus
spp., and Streptococcus spp., urinary
tract infections (cystitus) due to E. colt,
Staphylococcus spp.; Streptococcus spP.,
and Proteus spp.; bacterial gastroenterl-
tis due to E. colf; generalized infections
(septicemia) associated with abscesses,
lacerations, and wounds, due to Staphy-
lococcus spp. and Streptococcus spp.;
bacterial dermatitis due to Staphylococ-
cus spp., Streptococcus sPy., Proteus sp.
and Pseudomonos spp.

(b) It is administered orally, 5 to 10
milligrams per pound of body weight 2
or 3 times daily, 1 to 2 hours prior to
feeding. In severe or acute conditions, 10
milligrams per pound of body weight 3
times daily.

(11) Cats. (a) It Is Indicated In the
treatment of respiratory tract infections
(bacterial pneumonia) due to Staphylo-
coccus spp., Streptococcus spp., E. coil,
and Proteus spp.; urinary tract Infections
(cystitis) due to E. coil, Staphylococcus
spp., Streptococcus spp., Proteus spp.,
and Corynebactertum spp.; generalized
infections (septicemia) associated with
abscesses, lacerations, and wounds, due
to Staphylococcus spp., StreptococcUs
spp., Bacillus spp., and Pasteurella spp.

(b) It Is administered orally, 10 to 30
milligrams per pound of body weight 2
or 3 times daily, 1 to 2 hours prior to
feeding.

(1li) Duration of treatment. In dogs
and cats, duration of treatment Is usually
3 to 5 days. Continue treatment 48 hours
after the animal's temperature has re-
turned to normal and all other signs of
infection have subsided. If no response
is obtained within 3 to 5 days, reevaluate
diagnosis and treatment. Appropriate
laboratory tests should be conducted, In-
cluding in vitro culturing and suscepti-
bility tests on samples collected prior to
treatment.

(iv) Restrictions. Federal law restricts
this drug to use by or on the order of a
licensed veterinarian.
§ 540.107d Ampicillin trilhydratc soluble

powder.
(a) Requirements for certifcation-

(1) Standards of identity, strength,
quality, and purity. AmpIlclin trihy-
drate soluble powder is a dry mix-
ture of ampicillin trihydrates with one
or more suitable and harmless diluents
and stabilizing agents. Each gram con-
tains an amount of amplcillin trlhydrate
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equivalent to 88.2 milligrams of amplcil-
lin. Its potency Is satisfactory if It con-
tains not less than 90 percent and not
more than 120 percent of the number of
milligrams of ampicllln It Is represented
to contain. Its moisture content Is not
more than 5.0 percent. Its pH in an
aqueous solution containing 20 milli-
grams of .amplclliln per mmillliter Is not
less than 3.5 and not more than 6.0. The
ampicillin trihydrate used conforms to
the standards prescribed by § 440.7(a)
() of thi chapter.

(2) LabelIng. It shall be labeled in ac-
cordance with the requirements of
paragraph (c) of this section and § 510.55
of this chapter, and in addition, this drug
shall be labeled "ampicillin soluble
powder, veterinary".

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(I) Results of tests and assays on:
(a) The ampicillin trihydrate used in

making the batch for potency, safety,
loss on drying, pH, amplcilhIn content,
concordance, crystallinity, and Identity.

(b) The batch for potency, moisture
and pH.

(11) Samples required:
(a) The ampicillin trihydrate used in

making the batch: 10 packages, each con-
taining approximately 300 milligrams.

(b) The batch: A minimum of five im-
mediate containers.

(b) Tests and methods of assay--1)
Potency. Assay for potency by either of
the following methods; however, the re-
sults obtained from the microbiological
agar diffusion assay shall be conclusive:

(I) Microbiological agar diffusion
assay. Proceed as directed in § 436.105 of
this chapter, preparing the sample for
assay as follows: Dissolve an accurately
weighed sample, usually 1 gram, in suf-
ficient 0.1M potassium phosphate buffer,
pH 4.0 (solution 3) td give a stock solu-
tion of convenient concentration. Further
dilute an aliquot of the stock solution
with solution 3 to the reference concen-
tration of 0.1 microgram of ampicillin
per milliliter (estimated).

(II) Iodometrlc assay. Proceed as di-
rected in § 436.204 of this chapter, pre-
paring the sample as follows: Dissolve
an accurately weighed sample, usually 1
gram, In sufficient distilled water to give
a stock solution of convenient concentra-
tion. Further dilute an aliquot of the
stock solution with distilled water to the
prescribed concentration.

(2) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(3) PH. Proceed as directed in
§ 436.202 of this chapter, using an aque-
ous solution containing 20 milligrams of
ampicillin per milliliter.

(c) Conditions of 7Zzarketing-(I)
SPeciflcations. The drug conforms to the
certification requirements of paragraph
(a) of this section.

(2) Sponsor. See No. 000003 in
§ 510.600(c) of this chapter.

(3) Conditions of use. (1) Indicated
for oral use In swine In the treatment of
porcine colibacillosis (E. col) and sal-
monellosis (Salmonella spp.) infections
in swine up to 75 pounds of body weight,
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and bacterial pneumonia caused by Pas-
teurella multocida, Staphylococcus spp.
Streptococcus spp. and Salmonella spp.

(ii) The drug is administered at a
dosage level of 5 milligrams of ampicil-,
lin activity per pound of body weight
twice daily, administered orally by ga-
vage or in drinking water for up to 5
days.

(iI) For use in swine only. Not for use
in other animals which are raised for
food production. Treated swine must not
be slaughtered for food during treat-
ment and for 24 hours following the
last treatment.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§540.107e Ampicillin t r i h y d r a t e

boluses.
(a) Requirements for certification-

(1) Standards of identity, strength, qual-
ity and purity. Amplcllln trlhydrate
boluses are composed of ampicillin trihy-
drate with or without one or more suit-
able and harmless diluents buffers, pre-
servatives, stabilizing agents and lubri-
cants. Each bolus contains the equivalent
of 400 milligrams of anipidillin. Its po-
tency is satisfactory if it is not less than
90 and not more than 120 percent of the
number of milligrams of ampicillin that
it is represented to contain. It loss on
drying is not more than 5 percent. The
ampidillin trihydrate used conforms to
thd standards prescribed in § 440.7(a)
(1) of this chapter.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
paragraph (c) of this section and § 510.55
of this chapter, and, in addition, this
drug shall be labeled "ampicillin boluses,
veterinary." -

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The ampicillin trihydrate, used in

making the batch, for potency, safety,
loss on drying, PH, ampieillin content,
concordance, crystallinity, and identity.

(b) The batch for potency and loss on
drying.

(ii) Samples required:
(a) The ampicillin trihydrate used in

making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The batch: A minimum of 36
boluses.

(b) Test and methods of assay-(1)
Potency. Use either of the following
methods, however, the results obtained
from the microbiological agar diffusion
assay shall be conclusive:

(t) Microbiological agar diffusion as-
say. Proceed as directed in § 436.105 of
this chapter, preparing the sample for
assay as follows: Place a representative
number of boluses into a high-speed
glass blending jar with sufficient 0.1M
potassium phosphate buffer pH 8.0 (solu-
tion 3) to give a stock solution of con-
venient concentration. Blend for 3 to 5
minutes. Remove an aliquot and further
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dilute with solution 3 to the reference
concentration of 0.1 microgram ampicil-
lin per milliliter (estimated).

(ii) lodometric assay. Proceed as di-
rected in § 436.204 of this chapter, pre-
paring the sample as follows: Place a
representative number of boluses in a
high-speed glass blender jar and add
sufficient distilled water to give a con--
venient concentration. Blend for 3" to 5
minutes. Further dilute an aliquot with
distilled water to the prescribed con-
centration.

(2) Loss -on drying. Proceed as di-
rected in § 436.200 (a) of this chapter.

(c) Conditions of markceting-(1)
Specifications. The drug is in bolus form
and conforms to the certification require-
ments of paragraph (a) of this section.

.(2) Sponsor. See No. 000003 in § 510.-
600(c) of this-chapter.

(3) Related tolerances. See § 556.40 of
this chapter.

(4) Conditions of use. (I) It is ad-
ministered orally to non-rumingting
calves for the treatment of colibacillosis
caused by E. coli, bacterial enteritis
caused by Salmonella spp. and bacterial
pneumonia caused by Pasteurella spp.

(ii) It is administered at a dosage level
of 5 milligrams per pound of body
weight twice daily.

(lii) For use in non-ruminating calves
only. Not for use in other animals which
are raised for food production.

(iv) Treated calves must not be slaugh-
tered for food during treatment and for
15 days after the last treatment.

(v) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 540.114 Benzathine cloxacillin.

(a) Requirements for certification-
(1) Standards of ideitity, strength,
quality, and purity. Benzathine cloxacil-
line is the N, N'-dibenzylethylenediamlne
salt of 5-methyl-3-(o-chlorophenyl)-4-
isoxazolyl penicillin. It is so purified and
dried that:

(I) Its potency is not less than 704 nor
more than 821 micrograms of cloxacillin
per milligram on an anhydrous basis.

(ii) It passes the safety test.
(iII) Its moisture content is not more

than 5.0 percent.
(iv) Its pH in an aqueous suspension

containing 10 milligrams per milliliter
is not less than 3.0 nor more than 6.5.

(v) It passes the identity test.
(vi) It is crystalline..
(2) Labeling. It shall be labeled in ac-

cordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(I) Results of tests and assays on the
batch for potency, safety, moisture, pH,
identity, and crystallinity.

(i) Samples required: 10 packages,
each containing approximately 300
milligrams.

(b) Tests and methods of assay-(1)
Potency. Use the microbiological agar
diffussion assay method. Proceed in ac-
cordance with § 436.105 of this chapter,

using the cloxacillin working standard
as the standard of comparison and pro-
paring the sample for assay as follows:
Dissolve an accurately weighted portion
of the sample in sufficient methanol to
give a convenient stock solution. Im-
mediately dilute an aliquot of this stock
solution with solution 1 to the reference
concentration of 5 micrograms of cloxa-
cillin per milliliter estimated.

(2) Safety. Proceed In accordance with
§ 436.33 of this chapter.

(3) Moisture. Proceed in accordance
with § 436.201 of this chapter.

(4) pH. Proceed in accordance with
§ 436.202 of this chapter, using an
aqueous suspension prepared by adding
10 milligrams per milliliter.

(5) Identity. Transfer approximately
20 milligrams of the sample to a 50-millli-
liter Erlenmeyer flask. Add 5.0 milliliters
of 5N sodium hydroxide and heat in a
steam bath 20 minutes. Cool. Transfer 1
milliliter to an extraction funnel; add
approximately 10 milliliters of water and
1 milliliter of dilute sulfuric acid (1:2).'
Shake with 50 milliliters of ether. Discard
the aqueous layer, and wash the ether
layer with approximately 30 milliliters
of water. Discard the aqueous layer again
and extract with approximately 50 milli-
liters of 0.1N sodium hydroxide. Obtain
a spectrum of the 0.1N sodium hydroxido
solution from 300 nanometers to 240
nanometers against a reagent blank.
Treat about 15 milligrams of the cloxa-
cillin working standard in the same man-
ner. The sample Is satisfactory If the
spectrum obtained from the sample solu-
tion matches that of the standard
solution with maximum at about 282
nanometers and minimum at about 257
nanometers.

(6) Crystallinity. Proceed as directed
in § 436.203 of this chapter.
§ 540.114a Sterile benzathino cloxacil-

lin.
(a) Requirements for certification-,-.

(1) Standards of identity, strength,
quality, and purity. Benzathine cloxa-
cillin is the N,N'-dibenzylethylenedla-
mine salt of 5-methyl-3-(o-chloro-
phenyl) -4-isoxazolyl penicillin. It is so
purified and dried that:

(1) Its potency is not less than 704 nor
more than 821 micrograms of cloxacillIn
per milligram on an anhydrous basis.

(ii) It is sterile.
(iii) It passes the safety test.
(iv) Its moisture content is not more

than 5.0 percent.
(v) Its pH in an aqueous suspension

containing 10 milligrams per milliliter is
not less than 3.0 nor more than 6.5.

(vi) It passes the Identity test.
(vii) It Is crystalline.
(2) Labeling. It shall be labeled In ac-

cordance with the requirements of
§ 432.5 of this chapter.

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of §,514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on the
batch for potency, sterility, safety, mois-
ture, pH, Identity, and crystallinity.

(1) Samples required:
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(a) .For all tests except sterility: 10
packages, each containing approximately
300 milligrams.

(b) For sterility testing: 20 packages,
each containing approximately 600
milligrams.
(b) Tests and methods of assay-Cl)

Potency. Use the microbiological agar
diffusion assay method: Proceed in ac-
cordance with § 436.105 of this chapter,
using the cloxacillin working standard as
the standard of comparison and prepare
the sample for assay as follows: Dissolve
gn accurately weighed portion of the
sample in sufficient methanol to give a
convenient stock solution. Immediately
dilute an aliquot of this stock solution
with solution 1 to the reference concen-
tration of 5.0 micrograms of cloxacillin
per milliliter estimated.

(2) Sterility. Proceed as directed in
§ 436.20 of this chapter, using the meth-
od described in paragraph (e) (2) of that
section, except use medium C in lieu of
medium A, medium F in lieu of medium
E, and during the period of incubation
shake the tubes at least once daily.

(3) Safety. Proceed in accordance
with § 436.33 of this chapter.

(4) Moisture. Proceed in accordance
with § 436.201 of this chapter.

(5) pH. Proceed in accordance with
§ 436.202 of -this chapter, using an
aqueous suspension prepared by adding
10 milligrams per milliliter.

(6) Identity. Transfer approximately
20 milligrams of the sample to a 50-
milliliter Erlenmeyer flask. Add 5.0 mil-
liliters of 5N sodium hydroxide and heat
in a steam bath 20 minutes. Cool. Trans-
fer 1 milliliter to an extraction funnel;
add approximately 10 milliliters of water
and 1 milliliter of dilute sulfuric acid
(1:2). Shake with 50 milliliters of ether.
Discard the aqueous layer and wash the
ether layer with approximately 30 milli-
liters of water. Discard the aqueous layer
again and extract with approximately
50 milliliters of 0.1N sodium hydroxide.
Obtain a spectrum of the 0.1N sodium
hydroxide solution from 300 nanometers
to 240 nanometers against a reagent
blank. Treat about 15 milligrams of the
cloxacillin working standard in the same
manner.The sample is satisfactory if the
spectrum obtained from the sample solu-
tion matches that of the standard solu-
tion with maximum at about 282 nano-
meters and minimum of about 257 nano-
meters.

(7) Crystallinity. Proceed as directed
in § 436.203 of this chapter.
§ 540.119 Sodium didoxacillin mono-

hydrate capsules.
(a) Requirements. for certifieatfon-

(1) Standards of identity, strength, qual-
ity, and purity. Sodium dicloxwacn
monohydrate capsules are composed of
sodium dicloxacillin monohydrate and
one or more suitable diluents and lubri-
cants. Each capsule contails sodium
dicloxacillin monohydrate equivalent to
50, 100, 200, or 500 milligrams of dicloxa-
cillin. Its potency is satisfactory if it is
not less than 90 percent and not more
than 120 percent of the number of milli-
grams of dicloxacillin that it is repre-
sented to contain. The moisture content

is not more than 5 percent. The sodium
dicloxacillin monohydrate conforms to
the requirements of § 440.19 (a) (1) of this
chapter.

(2) Labeling. It shall be labeled in
accordance with- the requirements of
paragraph-(c) of this section and § 510.55
of this chapter.

(3) Requests for certification; sam-
pies. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(W Results of tests and assays on:
(a) The sodium diclo-cilhin mono-

hydrate used in making the batch for
potency, safety, moisture, pH, organic
chlorine content, free chloride content,
crystallinlty, and Identity.

(b) The batch for potency and mols-
ture.

(11) Samples required:
(a) The sodium dicloxacililn mono-

- hydrate used in making the batch: 10
containers, each containing not less than
500 milligrams.

(b) The batch: A minimum of 30
capsules.

(b) Tests and methods of assay-(1)
Potency-l) Sample preparation. Place
a representative number of capsules into
a high-speed glass blender Jar contain-
ing sufficient 1 percent potassium phos-
phate buffer, pH 6.0 (solution 1), to give
a stock solution of convenient concen-
tration. Blend for 3 to 5 minutes. Remove
an aliquot and further dilute with solu-
tion 1 to the reference concentration of
5 micrograms of dcloxacillin per milli-
liter (estimated) for the microbiological
agar diffusion assay and to the pre-
scribed concentration for the lodometric
assay.

(il) Assay procedure. Assay for po-
tency by either of the following methods;
however, the results obtained from the
microbiological agar diffusion asay thall
be conclusive.

(a) Microbological agar diffusion as-
say. Proceed as directed in § 436.105 of
this chapter.

Cb) iodometric assay. Proceed as di-
rected in § 436.204 of this chapter.

(2) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(c) Conditions of marketing-(l)
Specifications. The drug is in capsule
form and conforms to the certification
requirements of paragraph Ca) of this
section.

(2) Sponsor. See No. 000015 in § 510.-
600(c) of this chapter.

(3) Conditions of use. () It Is used in
dogs in the treatment of pyoderma
(pyogenic dermatitis) known to be due
to penicllinase-producing staphylococci
which have been shown to be sensitive to
the drug.

(li) It is administered to dogs at the
rate of 5 milligrams to 10 milligrams per
pound of body weight, three times daily.
In severe cases the dose may be increased
to 25 milligrams per pound of body
weight three times daily. Treatment
should be continued for 24 to 48 hours
after the animal has become afebrIle or
asymptomatic. The drug should be ad-
ministered.1 to 2 hours before feeding to
insure maximum absorption.

(l) For use in the treatment of dogs
only. Not for use in animals which are
raised for food production.

(lv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

§ 540.129 Potassium hetacillin oral dos-
age forms.

§ 540.129a Potassium heiacillin tablets.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality, and purity. Potassium hetacil-
lin tablets are composed of po-
tassium hetacillin with or without one
or more suitable buffer substances, dilu-
eants, binders, lubricants, flavorings, and
colorings. Each tablet. contains an
amount; of potassium hetacllin equiva-
lent to 50, 100, or 200 milligrams of am-
plclin. Its potency Is satisfactory If It
contains not less than 90 percent and not
more than 120 percent of the number of
milligrams of amplcllin that It is repre-
sented to contain. The moisture content
Is not more than 5 percent. Tablets shall
disintegrate within 30 minutes. The po-
tassium hetacillin used conforms to the
requirements of § 440.29 of this chapter.

(2) Labeling. It ahall be labeled In ac-
cordance with the requirements of
paragraph (c) of this section and § 510.55
of this chapter.

(3) Requests for certification; sam-
pies. In addition to complying with the
requirements of section 512(b) of the
Federal Food, Drug, and Cosmetic Act
and § 514.50 of this chapter, each such
request shall contain:

(l) Results of tests and assays on:
(a) The potassium hetacillin used in

making the batch for potency, safety.
moisture, pM potassium hetacillin con-
teit, identity, and crystallinity.

(b) The batch for potency, moisture.
and disintegration'time.

(it) Samples required:
(a) The potassium hetaciln used

In making the batch: 10 packages,
each containing approximately 300
milligrams.

(b) The batch: A minimum of 35
tablets.

(b) Tests and methods of assay-Cl)
Potency. Proceed as directed for ampi-
cillin In § 436.105 of this chapter, using
the ampcIlln working standard as the
standard of comparison and preparing
the sample for assay as follows: Place a
representative number of tablets in a
high-speed glass blender with sufficient
01M potassium phosphate buffer, pH
8.0 (solution 3), to give a stock solution
of convenient concentration. Blend for
3 to 5 minutes. Further dilute an aliquot
of the stock solution with solution 3 to
the reference concentration of 0.1 micro-
gram of ampleillin per milliliter
(esti msted).

(2) Moisture. Proceed as directed In
§ 436.201 of this chapter.

(31 Disintegration time. Proceed as di-
rected In § 436.212 of this chapter, using
the procedure described in § 436.212(e)
(1) of this chapter.

(c) Conditions of marketing-Cl)
Specifications. The drug is in capsule or
tablet form. The capsules conform to the
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certification requirements of § 540.129b,
and the tablets conform to the certifica-
tion requirements of paragraph (a) of
.this section.

(2) Sponsor. See No. 000015 in '510.-
600(c) of this chapter.

(3> Conditions of use. (I) It is used in
dogs and bats as a treatment against
strains of organisms sensitive to potas-
sium hetacillin and associated with res-
piratory tract infections, urinary tract
infections, gastrointestinal infections,
skin infections, soft tissue infections, and
postsurgical infections.

(iI) Dosage is administered as follows:
(a) In dogs, administer twice daily at

a minimum rate of 5 milligrams per
pound of body weight. In severe infec-'
tW6ns the frequency of the dosage may be
increased to three times daily, or alter-
natively. the dosage may be increased to
10 milligrams per pound of body weight
twice daily. For stubborn urinary tract
infections, the dosage may be increased
to 20 milligrams per pound of body
weight twice daily. Treatment should be
continued for 48 to 72 hours after the
animal has become afebrile or asympto-
matic. The oral drug should be admin-
istered 1 to 2 hours prior to feeding to
ensure maximum absorption.
In stubborn infections, therapy may be
required for several weeks.

(b) In cats the recommended dosage
is 50 milligrams twice daily. Treatment
should be continued for 48 to 72 hours
after the animal has become afebrile or
asymptomatic. The oral drug should be
administered in a fasting state to ensure
maximum absorption. In stubborn infec-
tions, therapy may be required for several
weeks.

(iII) For use in dogs and cats only. Not
to be used in animals which are raised
for food production.

(iv) For use only by or the order of
a licensed veterinarian. ,
§ 540.129b Potassium hetacillin cap-

sules.
(a) Requirements for certificaton-

(1) Standards of identity, strength,.
quality, and purity. Potassium hetadil-
lin capsules are composed of potas-
sium hetacillin with or without one
or more suitable diluents, lubricants,
and drying agents. Each capsule con-
tains an amount of potassium hetacllin
equivalent to 50, 100, or 200 mtlligramn
of ampicillin. Its potency is satisfactory
if It contains not less than 90 percent
and not more than 120 percent of the
number of milligrams of ampieillin that
it is represented to contain. The moisture
content is not more than 3 percent. The
potassium hetacilln used conforms to
the requirements of § 440.29.

(2) Labeling. It shall be labeled in
accordance with the requirements of
§§ 540.129a and 510.55 of this chapter.

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of section 512(b) of the
Federal Food, Drug, and Cosmetic Act
and § 514.50 of this chapter, each such
request shall contain:

(I) Results of tests and assays on:
(a) The potassium hetacillin used in\

making the batch for potency, safety,
moisture, pH, potassium hetacillin con-
tent, identity, and crystallinity.

(b) The batch for potency and mois-
ture.

(11) Samples required:
(a) The potassium hetacillin used In

making the batch: 10 packages, each
containing approximately 300 mIlli-
grams.

(b) The batch: A minimum of. 30
capsules.

(b) Tests and methods of assay-(1)
Potency. Proceed as directed for am-
picillin in § 436.105 of this chapter, using
the ampicillin working standard as the
standard of comparison and preparing
the sample for assay as follows: Place a
representative number of capsules in a
high-speed glass blender with sufficient
0.1M potassium phosphate buffer, pH 8.0
(solution 3), to give a stock solution of
convenient concentration. Blend for 3 to
5 minutes. Further dilute an aliquot of
the stock solution with solution 3 to the
reference concentration of 0.1 microgram
of ampicillin per milliliter (estimated).

(2) Moisture. Proceed as directed In
§ 436.201 of this chapter.

(c) Conditions of marketing. The con-
ditions of marketing of potassium heta-
cillin capsules.are described in § 540.129a
(c).
§ 540.129c Potassium hetacillin oral

suspension.
(a) Requirements for certifcatfon-

(1) Standards of identity, strength,
quality and purity. Potassium hetacil-
lin oral suspension is potassium hetacil-
lin with one or more suitable and
harmless colorings, flavorings and gelling
agents suspended in a suitable and harm-
less non-aqueous vehicle. It contains in
each milliliter an amount of potassium
hetacillin equivalent to 50 milligrams of
ampicillin. Its potency is satisfactory If It
contains not less than 90 percent and not
more than 120 percent of the number
of milligrams of ampicillin it is repre-
sented to contain. Its moisture content is
not more than 1.0 percent. Its pH is not
less than 7.0 and not more than 9.0. It
gives a positive Identity test for hetacil-
lin. The potassium hetacillin used con-
forms to the requirements of § 440.29 of
this chapter.

(2) Labeling. It shall be labeled in
accordance with the requirements of
paragraph (c) of this section and § 510.55
of this chapter.

(3) Requests for certflicatfon; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The potassium hetacilin used in

making the batch for potency, safety,
moisture, PH, potassium hetacillin con-
tent, Identity and crystallinity.

(b) The batch for potency, moisture,
pH and identity.

(it) Samples required:
(a) The potassium hetacillin used in

making the batch, 10 packages, each

containing approximately 300 milli-
grams.

(b) The batch: A minimum of eight
immediate containers.

(b) Tests and methods of assay-(1)
Potency. Proceed as directed for ampicll-
Iin in § 436.105 of this chapter, using
the ampicillin working standard as the
standard for comparison and preparing
the sample for assay as follows: Place
an accurately measured aliquot (usually
1 milliliter) into a high-speed glass
blender Jar, with sufficient 0.1 M potas-
slum phosphate buffer, pH 8.0 (solution
3) to give a stock solution of convenient
concentration. Blend 3 to 5 minutes. Fur-
ther dilute an aliquot of the stock solu-
tion with solution 3 to the reference con-
centration of 0.1 microgram of ampicll-
ln per milliliter (estimated).

(2) Moisture, Proceed as directed in
§ 436.201 of this chapter.

(3) pH. Proceed as directed in
§ 436.202 of this chapter, preparing the
sample as follows: Transfer about 5.0
milliliters of the well shaken sample to
a centrifuge tube. Add 10 milliliters of
benzene, shake vigorously for 3 minute-
and centrifuge at medium speed fdr 5
minutes. Carefully decant the benzene
without disturbing the precipitate. Add
5 milliliters of carbon dioxide-frco dis-
tilled water.

(4) Hetacillin identity. Proceed as di-
rected in § 436.305 of this chapter pre-
paring the sample solution as follows:
Place 1.0 milliliter of the well shaken
sample into a 50-milliliter volumetric
flask. Bring to volume with a 4:1 solu-
tion of acetone and 0.1 N hydrochlorl
abld.

(c) Conditions of marlceting-(1)
Specifications. The drug is In liquid form
and conforms to the certification require-
ments of paragraph (a) of this section.

(2) Sponsor. See No. 000015 in § 510,-
600(c) of this chapter.

(3) Conditions of use. (i) It is used In
dogs and cats as a treatment against
strains of organisms susceptible to
potassium hetacillin and assoclated with
respiratory tract infections, urinary tract
infections, gastrointestinal infections,
skin infections, soft-tissue Infection,
and post-surgical infections.

(i) Dosage is administered as follows:
(a) In dogs, administer twice daily at

a minimum rate of 5 milligrams per
pound of body weight. In severe infec-
tions the frequency of the dosage may be
increased to three times daily, or alterna-
tively, the dosage may be increased to 10
milligrams per pound of body weight
twice daily. For stubborn urinary tract
infections, the dosage may be increased
to 20 milligrams per pound of body
weight twice daily. Treatment should be
continued for 48 to '12 hours after the
animal has become rfebrile or symp-
tomatic. The drug should be adminis-
tered 1 to 2 hours prior to feeding to in-
sure maximum absorption. In stubborn
infections, therapy may be required for
several weeks.

(b) In cats the recommended dosage
is 50 milligrams twice daily. Treatment
should be continued for 48 to 72 hours
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after the animal has become afebrile or
asymptomatic. The drug should be ad-
ministered 1 to 2 hours prior to feeding to
insure maximum absorption. In stubborn
infections, therapy may be required for
several weeks.

(iii) For use in dogs and cats only. Not
to be used in animals raised for food
production.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 540.153 Aluminum penicillin tablets.

(a) Requirements for certification-
(1) The requirements for certification
for aluminum penicillin tablets are de-
scribed under § 440.153 of, this chapter.

(2) When it is packaged for dispens-
ing and intended solely 'for veterinary
use, its label and labeling shall -comply
with all the requirements prescribed
by § 440.153(a) (3) of this chapter, ex-
cept that in lieu of the statement "Cau-
tion: Federal law prohibits dispensing
without prescription", each package
sl&l include information containing
directidns and warnings adequate for
the veterinary use of the -drug by the
laity and the statement "Warning-Not
for use in animals which are raised for
food-production."

-(b) -Tests and methods of assay. The
tests and methods of assay for aluminum
penicillin tablets are described under
§ 440.153 of this chapter.
§ 540.155 Benzathine penicillin G oral

suspension, lenzathine penicillin G
for oral suspension (benzathine pen-
icillin G powder).

(a) Requirements for certification-
(1) The requirements for certification
for benzathine penicillin G oral suspen-
sion and benzathine penicillin G for oral
suspension (benzathine penicillin G pow-
der) are described under § 440.155c of

- this chapter.
(2) When it is packaged for dispensing

-and it is intended solely for veterinary
use, its label and labeling shall comply
with all the requirements prescribed by
§ 440.155c(a) (3) of this chapter, except
that in lieu of the statement "Caution:
Federal law prohibits dispensing without
prescription", each package shall include
information containing directions and
warnings for the veterinary -use of the
drug by the laity and the statement
"Warning-Not for use in animals which
are raised for food production."

(b) Tests and methods of assay. The
tests and methods of assay for benza-
thine penicillin G oral suspension and
benzathine penicillin G for oral suspen-
sion (benzathine penicillin G powder)
are described under § 440.155c of this
chapter..
§ 540.160 Dibenzylamine penicillin and

"botassium penicillin powder, buff-
ered.

(a), Requirements for certification-(1) The requirements for certification

for dibenzylamine penicillin and potas-
sium penicillin powder, buffered, are de-
scribed under § 440.160 of this chapter.

(2) When it is -packaged for dispens-

Ing and intended for veterinary use, its penicillin for oral solution are described
label and labeling shall comply with all under § 440.17lb (a) of this chapter.
the requireinents prescribed by § 440.160 (2) When phenoxymethyl penicillin
(a) (3) of this chapter, except that in for oral suspension and potassium phe-
lieu of the statement "Caution: Federal noxymethyl penicillin for oral solution
law prohibits dispensing without pre- are packaged for dispensing and intended
serlption," each package shall include solely for veterinary use, their label aid
information containing directions and labeling shall comply with all the re-
warnings adequate for the veterinary use quirements prescribed by paragraph (c)
of the drug by the laity and the state- of this section and § 510.55 of this chap-
ment "Warning-Not for use in animals ter.
which are raised for food production." (b) Tests and methods of assay. The

(b) Tests and methods of assay. The tests and meth&ds of assay for phenoxy-
tests and methods of assay for dibenzyl- methyl penicillin for oral suspension are
amine penicillin and potassium penicl- described under § 440.171b(b) of this
lin powder, buffered, are described under chapter.
§ 440.160 of this chapter. (c) Conditions of marketing--l)

Specifications. The ung consists of
§ 540.163 Ephedrine penicillin tablets, soluble granules which conform to the

(a) Requirements for certificatiom (1) certification requirements of paragraph
The requirements for certification for (a) of this section.
ephedrine penicillin tablets are described (2) Sponsors. To No. - 000986 in
under § 440.563 of this chapter. § 510.600(c) of this chapter, approval for

(2) When it is packaged for dispens- soluble granuleswhichwhen dissolved in
ing and intended solely for veterinary water produce a solution of 125 or 250
use, Its label and labeling shall comply milgrams of potassium phenoxymethyl
with all the requirements prescribed by penicillin per 5 milliliters; to 043731, ap-
§440.563(a)(3) of this chapter, except provalfor 125 milligrams perS milliliters.

that in lieu of the statement "Caution: (3) Condition of use. (D The drug is
Federal law prohibits dispensing with- administered to dogs and cats orally for
out prescription", each package shall in- the treatment of respiratory, urogenital,
clude information containing directions skin and soft tissue infections and
and warnings adequate for the veter- septicemia caused by pathogens sus-
inary use of the drug by the laity and ceptible to potassium phenoxymethyl

the statement "Warning-Not for use in
animals which are raised for food (iI) It s administered at a dosage of 10

production." to 15 milligrams per pound of body
weight every 6 to 8 hours.(b) Tests and methods of assay. The (Ill) It should be administered I to 2

tests and methods of assay for ephedrine hours prior to feeding for maximum
penicillin tablets are described under absorption.
§ 440.563 of this chapter. (v) Federal law restricts this drug to
§ 540.166 Hydrabamine penicillin C use by or on the order of a licensed

oral suspension. veterinarian.
(a) Requirements for certification- § 540.173b Penicillin tablets.

(1) The requirements for certification for (a) Requirements for certification-
hydrabamine penicillin G oral suspen- (1) The requirements for certification
sion are described under § 440.166 of this of penicillin tablets are described under
chapter. § 440.180a of this chapter.

(2) When It is packaged for dispensing (2) When penicillin tablets are pack-
and intended solely for veterinary use, aged for dispensing and intefided solely
its label and labeling shall comply with for veterinary use: (I) 7he label and
all the requirements prescribed by § 440.- labeling shall comply with all the re-
166(a) (3) of this chapter, except that in quirements prescribed by § 440.180a(a)
lieu of the statement "Caution: Federal (3) of this chapter, except that in lieu of
law prohibits dispensing without pre- the statement-"Cautlon: Federal law
scription," each package shall include prohibits dispensing without prescrip-
information containing directions and tion", each package shall include infor-
warnings adequate for the veterinary use mation containing directions and warn-
of the drug by the laity and the state- lngs adequate for the veterinary use of
ment "Warning-Not for use in animals the drugs by the laity in all cases except
which are raised for food production." those in which the veterinary ,prescrip-

(b) Tests and methods of assay. The tion statement is required by regulations
tests and methods of assay for hydrab- under paragraph (c) of this section. In
amine penicillin G oral suspension are those cases, the veterinary prescription
described under § 440.166 of this chapter. statement shall comply with the require-

ments prescribed by § 201.105 of this
§ 540.173 Potassium phenoxymethyl chapter.penicillin oral dosage forms. (ii) If it contains added vitamins, the
§ 540.173a Pienoxymcltyl penicillin for labels shall bear the name and quantity

oral susbension; potassium pie- of each substance and a statement that
noxymethyl penicillin for oral solu- such substances are present only for
tlion. furnishing additional vitamins while ani-

(a) Requirements for certification- mals are eating less feed.
(ii) If It is intended for use in animals(1) The requirementsforcertificationfor raised for food production, it shall be

phenoxymethyl penicillin for oral sus- used in accordance with § 540.'74a of
pension and potassium phenoxymethyl this chapter.
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(b) Tests and methods of assay. The of this section refer to the activity of
tests and methods of assay for penicillin the master standard.
tablets are described under § 440.180a, of (4) Related tolerances. See § 556.510
this chapter. of this chapter.
I (c) Conditions of marketing-l) (5) Conditions of use. It is used in the
Specifications. Each tablet contains po- drinking water of chickebi as follows:
tassium phenoxymethyl penicillin and (i) Amount per gallon. 100,000 units.
conforms to the certification require- (a) Indications for use. For treatment
ments of paragraph (a) of this section. of chrofiic respiratory disease (air-sac

(2) SpQnsors. To No. 000986 in § 510.- infection) and blue comb (nonspecific
600(c) of this chapter, approval for infectious enteritis).
tablets containing 125, 250, or 500 milli- Q) Limitations. As procaine penicil-
grams of the drug; to 043731, approval in; not for use in laying chickens; pre-
for tablets containing 125 or 250 milli- pare fresh solution daily; withdraw 1
grams of the drug. day before slaughter; as sole source of

(3) Conditions of use. (i) The drug is penicillin.,
administered to dogs and cats for the (ii) Amount per gallon. 50,000 to 100,-
treatment of respiratory, urogenital, skin 000 units.
and soft tissue infections and septicemia (a) Indications for use. For prevention
caused by pathogens susceptible to potas- of chronic respiratory disease (air-sac
sium phenoxymethyl penicillin, infection) and blue comb (nonspecific

(ii) It is administered orally at a infectious enteritis).
dosage of 10 to 15 milligrams per pound (b) Limitations. As procaine penicil-
of body weight every 6 to 8 hours. lin; not for use in laying chickens; pre-
(iii) It should be administered 1 to 2 pare fresh solution daily; withdraw 1

hours prior to feeding for maximum ab- day before slaughter; as sole source of
sorption. penicillin.

(iv) Federal law restricts this drug to
use by or on the order of a licensed § 540.174b Penicillin streptonyempow-der; penicilin-dihydrostrcptomycinveterinarian, °powder.
§ 540.174 Procaine penicillin oral dos-

ago forms." (a) Requirements por certification.
§ 540.174a Buffered penicillin powder, penicilin-mwdrostreptomycin powder

penicillin powder with buffered aque- conrtlnthreqremen andeous diluent. conform to all the requirements and are
os deureents rsubject to all procedures prescribed by

(a) Requirements for certification-. § 440.180b (a) of this chapter for penicl-
(1) The requirements for certification lin-streptomycin tablets and pencillin-
for buffered penicillin powder and peni- dihydrostreptomycin tablets, except that:
cillin powder with buffered aqueous (1) Each gram contains not less than
diluent are described under § 440.180f 50,000 units of penicillin (except if it is
of this chapter. intended solely for veterinary use each

(2) When buffered penicillin powder gram contains not less than 2,200 unIts
and penicillin powder with buffered of penicillin) and not less than 5 mlli-
aqueous diluent are packaged for dis- grams of streptomycin or dihydrostrep-
pensing and intended solely for veter- tomycin. Its moisture content Is not more
inary use: (I) Their labels and labeling than 1.0 percent, except that If it Is
shall comply with all the requirements Jntended solely for veterinary use: It is
prescribed by § 440.180f(a) (3) of this not more than 2.0 percent if it contains
chapter, except that in lieu of the state- not morethan 110 milligrams of strepto-
ment "Caution: Federal law prohibits mycin or dthydrostreptomycn per gram;
dispensing without prescription", each or it is not more than 3.5 percent if It
package shall include information con- contains more than 110 milligrams of
taining directions and warnings ade- streptomycin or dihydrostreptomycin per
quate for the veterinary use of the drug gram; end the person who requests
by the Ihity. c certification has submitted to the Com-

Cil) If It contains added vitains or missioner results of tests and assays that
minerals, the labels shalr bear the name show that such amounts of moisture do
and quantity of each such substance not adversely affect the stability of such
and a statement that such substances veterinary-use drag.
are present only for furnishing addi- (2) In lieu of thelabeling prescribed
tional vitamins and minerals while ani- by § 440.l8eba) (1) (ii) of this chapter,
mals are eating less feed. by package80 a bear on the outer,

(iii) If it is intended for use jn animals each package shall bear on the outside
raised for food production, it shall be wrapper or container and the immediate
used In accordance with paragraph (c) lin and the number of milligrams of
of this section. a n o f mili of
(b) Tests and methods of assay. The streptomycin or dihydrostreptomycin in

tests and methods of assay for buffered each gram and the statement "Expira-
penicillin powder are described under tion date ----------- ", the blank being
§ 440.180f of this chapter. filled in with the date which is 12 months(c) Conditios o markting-(1) after the month during which the batchCc)Conitions Cofplies h m ke -l was certified, except that the blank maySpecifications. Complies with the re- b ildi wt h aeta s1
quirements for procaine penicillin found m t or 24 mon ts ate tha month
in paragraph (a) of this section or drngh th at ertie If
§ 540.713b. during which the batchwas certified f

(2) Sponsor. [Reserved] the person who requests certification has
(3) Special considerations. The quan- submitted to the Commissioner results

titles of antibiotic in paragraph (c) (5) of tests and assays that show such drug

as prepared by him Is'stable for such
period of time.

(3) In lieu of the minimum number
of tablets prescribed by § 440.180b(a) (I)
CiII) of this chapter, a person who re-
quests certification of a batch shall sub-
mit with his request a sample of the
batch consisting of 1 immediate container
for each 5,000 immediate contaihers but
in no case less than 6 immediate con-
tainers. Such sample shall be collected
by taking single immediate containers at
such intervals throughout the entire time
of packaging the batch that the quanti-
ties packaged during the Intervals are
approximately equal.

(b) Tests and methods of assay-l)
Potency-l) Penicillin content. Use an
accurately weighed sample of approxi-
mately 1 gram and proceed as directed
in § 440.80a(b) (1) of this chapter, except
paragraph b () (x) of that section.
The penicillin content of the powder is
satisfactory If It contains not less than 85
percent of the number of units that It Is
represented to contain.

(i) Streptomycin content. Use an ac-
curately weighed sample of approxi-
mately 1 gram and proceed as directed
in § 536.502 (a) (2). The streptomycin
content of the powder Is satisfactory If
it contains not less than 85 percent of
the number of milligrams of activity
that it is represented to contain.

(III) Dlhydrostreptomycln c o nt e n t.
Use an accurately weighed sample of
approximately 1 gram and proceed as di-
rected in § 536.502(i) (3). The dihy-
drostreptomycin content of the powder
Is satisfactory If it contains not less than
85 percent of the number of milligrams
of activity that It Is represented to
contain.

(b) Moisture. Proceed as directed In
§ 440.80a(b) (5) (I) of this chapter.

Cc) Conditions of marketing-l)
Specifications. Complies with the re-
quirements for penichllin-streptomycin
powder found in paragraph (a) of this
section.

(2) Sponsor. [Reserved]
(3) Special considerations. The quan-

tities of antibiotics in paragraph (c) (5)
of this section refer to the activity of the
master standards.

(4) Related tolerances. See §§ 550.510
and 556.610 of this chapter.

(5) Conditions of use. It Is used In
the drinking water of certain animals as
follows:

(1) Chickens-(a) Amount per gallon.
100,000 to 119,000 units of penicillin with
250 to 304 milligrams of streptomycin.

(1) Indications for use. For treatment
of chronic respiratory disease (air-sac
infection) and blue comb (nonspeciflc
infectious enteritis).

(2) Limitations. As procaine penicillin
plus streptomycin sulfate; not for use
in laying chickens; prepare fresh solu-
tion daily; withdraw 1 day before
slaughter; as sole source of penicillin
and streptomycin.

b) Amount per gallon. 50,000 to 100,-
000 units of penicillin with 125 to 250
milligrams of streptomycin.

(1) Indications for use. For prevention
of chronic respiratory disease, (air-sac
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infection) and blue comb (nonspecific
infectious enteritis).

(2) Limitations. As procaine penicillin
plus streptomycin sulfate; not for use in
laying chickens; prepare fresh solution
daily; withdraw 1 day before slaughter;
as sole source of penicillin and strepto-
mycin.

(ii) Turkeys-(a) Amount per gallon.
100,000 to 119,000 units of penicillin and
250-304 milligrams of streptomycin.

(1) Indications for use. For treatment
of infectious sinusitis and blue comb
(nonspecific infectious enteritis).

(2) Limitations. As procaine penicillin
plus streptomycin sulfate; not for use
in laying birds; prepare fresh solution
daily; withdraw 3 days before slaughter;
as sole source of penicillin and strepto-
mycin.
§ 540174c Procaine penicillin in oil

capsules.
(a) Requirements for certification-

(1) The requirements for certification
for procaine penicillin-in oil capsules are
described under § 440.174 of this chapter.

(2) When it is packaged for dispens-
ing and intended solely for veterinary
use, its label and.labeling shall comply
with all the requirements prescribed by
j 440.174.(a) (3) of this chapter, except
that in lieu of the statement "Caution:
Federal law prohibits dispensing without
prescription", each package shall include
information containing directions and
warnings adejiuate for the veterinary
use of the drug by'the laity and the state-
ment "Warning-Not for use in animals
which are raised for food productioii".

(b) Tests and methods of assay. The
tests and methods of assay for procaine
penicillin in oil capsules are described
under § 440.174 of this chapter.
§ 540.180 Penicillin oral dosage forms.
§540.180a Penicillin and novobiocin

capsules.
(a) Requirements for certification.

The requirements for certification for
penicillin and novobiocin capsules are
described under § 440.180d of this
chapter.

(b) Tests and methods of assay. The
tests and methods of assay for penicillin
and ,novobiocin -capsules are described
under § 440.180d of this chapter.,
§540.180b Penicillin-streptomycin tab-

lets; penilin-dihydrostrebtomycin
tablets.

The requirements for certification and
the tests and methods of assay for peni-
cillin-streptomycin tablets and penicil-
lin-dibydrostreptomycin tablets are de-
scribed under § 440.180b of this chapter,
except if they are intended for use in
parakeets and canaries, each tablet con-
tains not less than 2.5 milligrams of
streptomycin. or dihydrostreptomycin
and not less than 3.,500 units of penicil-
lin; the streptomycin or dihydrostrepto-
mycin used in tablets for veterinary use
may conform to the standards prescribed
by § 539.170(a) (1) of this chapter.

§ 540.181 Crystalline penicillin oral
dosage forms.

§ 540.181a Crystalline penicillin G oral
suspension, crystalline penicillin G
sodium oral suspension, potassium
penicillin G oral suspension.

(a) Requirements for certification-
(1) The requirements for certification
for crystalline penicillin G oral suspen-
sion, crystalline penicillin G sodium oral
suspension, potassium penicillin G oral
suspension are described under § 440.180e
of this chapter.

(2) When It is packaged for dispens-
tng and intended solely for veterinary
use, its label and labeling shall comply
with all the requirements prescribed by
§ 440.180e(a) (3) of the chapter, except
that In lieu of the statement "Caution:
Federal law prohibits dispensing without
prescription", each package shall include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity and the state-
ment "Warning-Not for use In animal

- which are raised for food production".
(b) Tests and methods of assay. The

tests andumethods of assay for crystalline
penicillin G oral suspension, crystalline
penicillin G sodium oral suspension, and
potassium penicillin G oral suspension
are described under § 440.180e of this
chapter.
§ 540.181b Potassium penicillin G in

drinking water.

(a) [Reserved]
(b) (Reserved]
(c) Conditions of marketing-() Spe-

cifications. The drug contains 0.384 bil-
lion units of potassium penicillin G per
container. Potassium penicillin G must
conform to the specifications in § 540.280
(a), except for sterility and pyrogens.

(2) Sponsor. See No. 000003 in
§ 510.600(c) of this -hapter.

'(3) Conditions of use. (1) The drug Is
intended for use in turkeys for treatment
of erysipelas caused by Eryslpelothrix
insfdiosa.

(ii) It is administered in the drinking
water of'turkeys at the rate of 1,500,000
units per gallon of water for 5 days.
(1il) Concentrated stock solution pre-

pared for use with medication propor-
tioners must be prepared fresh every 24
hours. Recommended use levels (gravity
flow watering system) must be prepared
fresh every 12 hours. For best results
treatment should be started at the first
sign of infection.

(iv) Discontinue treatment at least 1
day prior to slaughter of the turkeys. Not
to be used in turkeys producing eggs for
human consumption.

Subpart B-Implantation or Injectable
Dosage Forms

§ 540.207 Sterile anipicillin trihydrate
implantation and injectable dosage
forms.

§ 54 0.2 07u Sterile ampicillin trihydrate
suspension.

(a) Requirements for certification--
(1) Standards of identity, strength, qual-
ity, and purity. Sterile ampicillin trihy-

drate suspension is ampicillin trihydrate
in a suitable and harmless oil base. It
may contain one or more suitable and
harmless preservatives, antioxidants, and
complexing or suspending agents. It con-
tains, In each milliliter, an amount of
ampicillin trihydrate equivalent to 200
milligrams of ampicillin. Its potency is
satisfactory if it is not less than 90 per-
cent and not more than 120 percent of
the number of milligrams of ampidillin
that It Is represented to contain. It is
sterile. Its moisture content is not more
than 4.0 percent,. The ampicillin trihydr-
ate used conforms to the requirements of
j 440.7a(a) (1) of this chapter.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
paragraph c) of this section and § 510.-
55 of this chapter.

(3) Requests for certification; samples.
In addition to complying- with the re-
quirements of § 514.50 of this chapter,
each such request shall contain:

(I) The results of tests aimd assays oh:
(a) The ampicillin trihydrate used in

making the batch for potency, safety,
loss on drying, pH, ampicillin content,
crystallinlty, and Identity.

(b) The batch for potency, sterility
and moisture.

(ii) Samples required:
(a) The amplcillin trihydrate used in

making the batch: 10 packages, each
containing approximately 300 milligrams.

(b) The batch:
(1) For all tests except sterility: A-

minimum of 5 immediate containers.
(2) For sterility testing: 20 immedi-

ate containers, collected at regular inter-
vals throughout each filling operation.

(b) Tests and methods of assag-Cl)
Potency. Use either of the following
methods; however, the results obtained
from the microbiological agar diffusion
assay shall be conclusive:

(I) Microbiological agar diffusion as-
say' Proceed in accordance with § 436.105
of this chapter, preparing the sample as
follows: Using a 22-gage hypodermic
needle and suitable syringe, place an ac-
curately measured representative portion
of the sample (usually I mffilitr) into
a high-speed glass blender far. Add 1.0
milliliter of polysorbate 80 and sufficient
0.-M potassium phosphate buffer, pH 8.0
(solution .3) to give a stock solution of
Dnvenient concentration. Blend for 3 to

5 minutes. Further dilute with solution 3
to the reference concentration of 0.1
microgram of amplcillin per mlilliter.

(ii) lodometric assay. Proceed as di-
rected in § 436.204 of this chapter, pre-
paring the sample as follows: Using a
suitable syringe and needle, transfer a
2.5-milliliter portion of the sample to a
separatory funnel containing 100 milli-
liters of dethyl ether. Extract twice with
150 mill11lters of 0.2N hydrochloric acid,
collecting the extracts in a 500-miiliter
volumetric Bask. Bring to volume with
distilled water to obtain a concentration
of 1 milligram per milliliter (estimated).

(2) Sterility. Proceed as directed in
§ 436.20 of this chapter, using the method
described ta paragraph (e) (2) of that
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section, except use medium B in lieu of
medium A.

(3) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(c) Conditions oY marketing-l)
Specifications. Sterile ampicillin suspen-
sion contains 200 milligrams of ampicillin
(as ampicillin trihydrate) per milliliter
of nonaqueous vehicle and conforms to
the requirements of paragraph (a) of
this section.

(2) Sponsor. See No. 000003 in § 510.-
600(c) of this chapter.

(3) Related tolerances. See § 556.40 of
this chapter.

(4) Conditions of use. (i) The drug is
administered intramuscularly to calves
for the treatment'of bacterial enteritis
caused by E. coli susceptible to ampicil-
lin.

(i) It is administered at a dose of 3
milligrams per pound of body weight,
once or twice daily, for up to 3 days.

(iii) It is not for use in other animals
raised for food production.

(iv) Treated animals must- not be
slaughtered for food use during treat-
ment or for 9 days after the last treat-
Went.

(v) Federal law restricts this drug to
use by or on the order of a licensed veter-
inarian.
§ 540.207b Sterile anipicillin trihydrate

for suspension.
(a) Requirements for certification-

(l) Standards of identity; strength,
quality, and purity. Sterile ampicillin
trihydrate for suspension is a dry
mixture of ampicillin trihydrate and
one or more suitable and harmless
buffer substances, stabilizers, suspending
agents, and preservatives. Its potency is
satisfactory if it is nob less than 90 per-
cent and not more than 120 percent of
the number of milligrams of ampicillin
that it is represented to contain. It is
sterile. It is nonpyrogenic. It passes the
safety test. Its loss on drying is not less
than 11.4 percent and not more than 14.0
percent. When reconstituted' as directed
in the labeling, Its pH is not less than 5.0
and not more than 7.0. The ampicillin
trihydrate used conforms to the require-
ments of § 440.7a of this chapter.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
paragraph Cc) of this section and § 510.55
of this chapter, and in addition, this drug
shall be labeled "sterile ampicillin for
suspension, veterinary".
in(3) Requests for certification; samples.

In addition to complying with the re-
quirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The ampicillin trihydrate used in

making the batch for potency, loss on
drying, pH, ampicillin content, concord-
ance, crystallinity, and identity.

(b) The batch for potency, sterility,
pyrogens, safety, loss on drying, and pH.

(ii) Samples required:
(a) The ampicillin trihydrate used in

making the batch: 10 packages, -each
containing approximately 300 milli-
grams.

(b) The batch:

RULES AND REGULATIONS

(1) For all tests except sterility: A
minimum of 12 immediate containers.

(2) For sterility testing: 20 immediate
containers, collected at regular intervals
throughout each filling operation.

(b) Tests and methods of assay-C()
Potency-(i) Sample preparation. Re-
constitute as directed in the labeling.
Using a suitable hypodermic needle and
syringe, remove all of the withdrawable
contents if it is represented as a single
dose container or, if the labeling speci-
fies the amount of potency in a given vol-
ume of the resultant preparation, remove
an accurately measured representative
portion from each container. Dilute the
resultant solution with 0.1M potassium
phosphate buffer, pH 8.0 (solution 3), for
the microbiological agar diffusion assay,
or distilled water for the iodometric as-
say, to give a stock solutioli of conven-
ient-concentration.

(ii) Assay procedure. Use either of the
following methods; however, the results
obtained from the microbiological agar
diffusion assay shall be conclusive.

(a) Microbiological agar diffusion as-
say. Proceed as directed in § 436.105 of
this chapter, diluting an aliquot of the
stock solution with solution 3 to the ref-
erence concentration of 0.1 microgram of
ampicillin per milliliter (estimated).

(b) Iodometric assay. Proceed as di-
rected in § 436.204 of this chapter, di-
luting an aliquot of the stock solution
with distilled water to the prescribed
concentration.

(2) Sterility. Proceed as directed in
§ 436.20 of this chapter, using the
method described in paragraph (e) (1)
of that section, except in lieu of para-
graph (e) (1) (i) (a), prepare the sample
for test as follows: From each of 10 im-
mediate containers, aseptically transfer
approximately 300 milligrams of sample
into a sterile 500-milliliter Erlenmeyer
flask containing approximately 400 milli-
liters of diluting fluid D. Add at least
200,000 Levy units ' of penicillinase. Re-
peat the process using 10 additional con-
tainers. Swirl both of the stoppered flasks
to completely solubilize the suspension
prior to filtration and proceed as di-
rected in paragraph (e) (1) (ii) of that
section. If the formulation cannot be fil-
tered, proceed as directed in § 436.20(e)
(2), except use medium B in lieu of me-
dium A and add at least 40,000 Levy units
of penicillinase to both medium B and
medium E.

(3) Pyrogens. Proceed as directed in
§ 436.32(f) of this chapter, using a solu-
tion containing 20"milligrams of ampicil-
lin per milliliter.

(4) Safety. Proceed as directed in
§ 436.33 of this chapter.

(5) Loss on drying. Proceed as directed
in § 436.200(a) of this chapter.

(6) pH. Proceed as directed in § 436.-
202 of this chapter, using the solution

I One Levy unit of penicillinase inactivates
59.3 units of penicillin G In 1 hour at 25" C.
and at a pH of 7.0 in a phosphate buffered
solution of a pure alkali salt of penicillin
G when the substrate is in sufficient con-
centration to maintain a zero order reac-
tion.

obtained when the product Is reconsti-
tuted as directed in the labeling.

(c) Conditions of marketing-l)
Specifications. Sterile ampleillin trlhy-
drate for suspension conforms to the
standards of identity, strength, quality,
and purity prescribed by paragraph (a)
of this section.

(2) Sponsor. See No. 000015 In § 510.-
600(c) of this chapter.

(3) Conditions of use. (I) It Is used
in dogs and cats as a treatment against
strains of organisms susceptible to ampi-
cillin and associated with respiratory
tract infections, urinary tract Infections,
gastrointestinal infections, ckin infec-
tions, soft tissue infections, and postsur-
gical infections.

(ii) Dosage is administered to dogs and
cats at 3 milligrams per pound of body
weight twice daily by subcutaneous or
intramuscular injection. Treatment
should "be continued for 48 to 72 hours
after the animal hav: become afobrile or
asymptomatic.

(iii) It is used in cattle In the treat-
ment of respiratory tract infection
caused by organisms susceptible to ampi-
cillin, trihydrate, bacterial pneumonia
(shipping fever, calf pneumonia, and
bovine pneumonia) caused by Aerobacter
spp., Klebsiella spy., Staphylococcus spy.,
Streptococcus spP., Pasteurella multo-
cida, and E. coli.

(iv) It Is administered to cattle at a
dosage level of 2 to 5 mg/lb of body
weight once daily by intramuscular in-
jection.

(v). Do not treat cattle for more than
7 days. Milk from treated cows must not
be used for food during treatment, and
for 48 hours (4 milklngs) after the last
treatment. Treated cattle must not be
slaughtered for food during treatment,
and for 144 hours (6 days) after the last
treatment.

(vi) Federal law restricts this drug to
use by or on the order of a licensed vet-
erinarian.
§ 540.250 Penicillin-streptomycin; penl.

cillin-dihydrostreptomycin.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality, and purity. Penicillin-streptomy-
cin and penlcillln-dihydrostreptomycln
are procaine penicillin, crystalline, sodi-
um penicillin, potassium penicillin, I-
ephenamine penicillin G, or diethylami-
noethyl ester penicillin G hydrlodido or
a mixture of two or more such salts and
streptomycin sulfate of dihydrostrepto-
mycin sulfate, with or without suitable
and harmless buffer substances and sus-
pending or dispersing agents. Each drug
is sterile, nontoxic, and nonpyrogenie.
Its moisture content Is not more than 3.5
percent, except if it contains procaine
penicillin its moisture content Is not
more than 4.2 percent. When prepared
for Injection as directed in Its labeling,
its pH Is not less than 5.9 and not more
than 7.5. The penicillin used conforms to
the requirements of §§ 440.61a(a) (1),
440.65a(a) (1), 440.74a(a) (1), or 440.80a
(a) (1) of this chapter. The streptomycin
sulfate used conforms to the require-
ments prescribed for streptomycin sul-
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fate'by § 440.70a(a) (1) of this chapter. tended for use in the treatment of food-
The dihydrostreptomycin sulfate used producing animals, the labeling shall
conforms to the requirements prescribed bear the statement "Warning-The use
for dihydrostreptomycin sulfate by of this drug must be discontinued for 30
§ 444.10a(a) of this chapter. Each other days before treated animals are slaught-
substance used, if its name is recognized tered for food", and, If the drug is In-
in the U.S.P. or N.F., conforms to the tended for use in animals producing milk
standards prescribed therefor by such of- for hunan, consumption, the labeling
ficial compendium, Penicillin-streptomy- shall also bear the statement required by
cin is also the drug described in § 540.274 § 510.106 of this chapter.
f(a) of this chapter if it conforms to all (M) If It contains diethylaminoethyl
requirements of that section and of penicillin G hydriodide, the labeling shall
§ 540.274f(b) of this chapter, except that bear the statement "Warning-Not for
it contains streptomycin in lieu of a mix- use in animals which are raised for food
ture of streptomycin and dihydrostrepto- production".
mycin. (ii) It is packaged solely for manufac-

(2) Packaging. In all cases the inune- turing use and/or repacking. Each
diate containers shall be tight containers package shall bear on its outside wrapper
as defined by the U.S P., shall be sterile or container and the Immediate con-
at the time of filling and closing, shall be tainer the following:
so sealed that the contehts cannot be (a) The number of units of each salt
used without destroying such seal, and of penicillin in each gram.
shall be of such composition as will not (b) The number of milligrams of
cause any change in the strength, qual- streptomycin or dhydrostreptomycin in
ity, or purity of the contents beyond any each gran.
limit therefor in applicable standards ex- (c) The statement "Caution: Federal
cept that minor changes so caused that law prohibits dispensing without pre-
are normal and unavoidable in good scription".
packaging, storage, and distribution (d) The statement "For manufactur-
practice shall be disregarded. In case it ing use". "For repacking", or "For man-
is packaged for dispensing, it shall be in ufacturing use or repacking".
immediate containers of transparent (e) The information required by para-
glass, closed by. a substance through graph (a) (3) (1) (a) of this section.
which a hypodermic needle may be in- (4) Request for certification; samples.
troduced and withdrawn without remov- (I) In addition to complying with the
ing the closure or destroying its effective- requirements of § 514.50 of this chapter,
ness. Each such container may be pack- a person who requests certification of a
aged in combination with a container of batch of penicillin and streptomycin or
a solvent consisting of. water for injec- penicillin and dihydrostreptomycin shall
tion U.S.P., dextrose injection U.S.P., or submit with his request a statement
sodium chloride injection U.S.P. showing the batch mark, the number of

(3) Labeing-(i) It is packaged for packages of each size in such batch, the
dispensing. In addition to the labeling number of units of each salt of penicillin,
requirements prescribed by § 201.105 of and the number of grams of streptoy-
this cha!iter (regulations issued under cin or dihydrostreptomycin in eadh pack-
section 502(f) of the act), each package age, the batch marks, and (unless they
shall bear on its label or labeling, as were previously submitted) the dates on
hereinafter indicated, the following: which the latest assays of the penicillin

(a) On the outside wrapper or con- and streptomycin or dihydrostreptomy-
tainer and the immediate container, cin used in making such batch were corn-
the statement "Expiration date -------- pleted, the date on which the latest assay

-". the blank being filled in of the drug comprising such batch was
with the date that is 48 months after the completed, the quantity of each ingredi-
month in which the batch was certified. ent used in making the batch and a'
except-that the blank may be filled in statement that each such ingredient con-
with the date that is 60 months after the forms to the requirements prescribed
month during which the batch was certi- therefor by this section. If such batch, or
fled if the person who requests certiflca- any part thereof is to be packaged with a
tion has submitted to the Commissioner solvent, such request shall also be accom-
results of tests and assays.showing that panied by a statement that such solvent
after having been stored for such period conforms to the requirements prescribed
of time such drug as prepared by him therefor by this section.
complies with the- standards prescribed (ii) Except as otherwise vrovided by
by paragraph (a) (1) of this section, and paragraph (a) (4) (v) of this section,
except that in no case shall the blank be such person shall submit In connection
filled in with the date that is more than with his request results of the tests and
24 months after the month in which assays listed after each of the following.
the batch was certified if it bontains made by him on jn accurately repre-
diethylaminoethyl ester penicillin G sentative sample of:
hydriodide. (a) The batch; potency, sterility,

(b) In lieu of the statement "Caution: toxicity, pyrogens. moisture, pH,
Federal law restricts this drug to sale (b) The procaine penicillin used in
by or on the order of a licensed veteri- making the batch; potency. crystallinity,
narian", each package shall- include in- .penicillin K content (unless it is pro-
formation containing directions and caine penicillin G), and the penicillin G
warnings adequate for the veterinary use content if it.is prcaine penicillin G.
of the drug by the laity (c) The crystalline sodium or potas-

(c) .If it do es not contain diethylami-, slum penicillin used in making the
noethyl penicillin G hydriodide and is in- batch; potency, crystallinity, heat sta-

bility, penicillin K content (unless it is
crystalline penicillin G). and the peni-
cUlln G content if It is crystalline peni-
cillin G.

(M) The l-ephanamine penicillin G
used in making the batch; potency,
crystallinity, heat stability, penicillin G
content, and specific rotation.

(e) The diethylaminoethyl ester peni-
cillin G hydrlodide used in making the
batch: potency, Crystallinity, and peni-
cillin G content.

() The streptomycin or dihydro-
streptomycin used in making the batch;
potency, histamine content, streptomy-
cin content if it is dihydrostreptomycin,
and crystallinity if it is crystalline dihy-
drostreptomycin.

(hiI) Except as otherwise provided by
paragraph (a) (4) (v) of this section, if
such batch is packaged for dispensing,
such person shall submit in connection
with his request in the quantities here-
inafter indicated accurately representa-
tive samples of the following:

(a) Thbbatch:
(1) For all tests except sterility: One

immediate container for each 5,000 itm-
mediate containers in such batch, but
In no case less than 12 immediate
containers.
Such samples shall be collected by taking
single immediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(2) For sterility testing: 20 immediate
containers, collected at regular intervals
throughout each filling operation, or 40
immediate containers if each contains
less than 600 milligrams.

(b) The procaine penicillin used in
makng the batch: 3 packages contain-
ing approximately equal portions of not
less than 0.5 gram each packaged in ac-
cordance with the requirements of
§ 440.74a(a) (2) of this chapter.

(c) The crystalline pencillin used in
making the batch: 3 packages contain-
ing approximately equal portions of not
less than 250 milligrams each packaged
in accordance with the requirements of
§ 440.80a(a) (2) of this chapter.

(M) The -ephenamine penicillin G
used in making the batch; 3 packages
containing approximately equal portions
of not less than 0.5 gram each packaged
in accordance with the requirements of
§ 440.65a (a) (2) of this chapter.

(e) The diethylaminoethyl ester peni-
cillin G hydriodide used in making the
batch: 3 packages containing approxi-
mately equal portions'of not less than 0.5
gram each, packaged In accordance with
§ 440.61a(a) (2) of this chapter.

(M The streptomycin or dihydro-
streptomycin used in making the batch;
6 packages containing approximately
equal portions of not less than 0.5 gram
each. packaged in accordance with the
requirements of § 444.7Oa(a) (2) of this
chapter.

(g) In case of an initial request for
certification, each other ingredient used
In making the batch: one package of
each containing approximately 5 grams.

S(iv) If such batch is packaged for re-
packing, such person shall submit with
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his request a sample consisting of the
following:

(a) For all tests except sterility; 12
approximately equal portions of at least
2 grams.

(b) For sterility testing; 20 packages,
each -containing approximately equal
portions of at least 600 milligrams.
Each such portion shall be taken from a
different part of such batch, and each
shall be packaged In a separate container
and in accordance with the requirements
of paragraph (b) of this section.

(v) No result referred to in paragraph
(a) (4) (i) (b), (c), (d), (e)-and- (f)
of this section and no samples referred
to in paragraph (a) (4) (ii) (b), (c), (d),
(f), and (g) of this sction are required
if such result or sample has been previ-
ously submitted.

(b) Tests and methods of assay-l)
Potency-C(). Sodium or potassium
penicillin content. Proceed' as directed
in § 436.503(b) of this chapter, except
prepare the sample as follows: Add the
indicated amount of distilled water to
the contents of a vial of the sample and

.shake well. Withdraw one dose of the
suspension or solution with a hypodermic
syringe and place in a 10-milliliter volu-
metric flask. Also, with the further ex-
ception that in the idometric assay, one
drop of 1.2 N HC1 is added to the
blank immediately before the addi-
tion of the 0.01 N I-. The sodium or po-_
tassium penicillin content is satisfactory
if it is not less than 85 percent of that
which it is represented to contain.

(Ii) Total penicillin content. Proceed
as directed in § 440.80a(b) (1) of this
chapter, except paragraphs (b) (1) iv)
and (Lx) of that section. In lieu of
the directions in § 440.80a(b) (1) (iv) of
this chapter, place a representative
aliquot of the sample in a blending jar,
add 1.0 millilitir of polysorbate 80 and
sufficient 1 percent phosphate buffer, pH
6.0, to make a total volume of 500 milli-
liters. Blend 3 to 5 minutes. For the al-
ternative iodometric- test, proceed as
directed in § 440.80a(b) (5) (iv) (a) of
this chapter, except add one drop of 1.2
N HCI to the blank immediately before
the addition of the 0.01 N L. '

(ii) Procaine penicillin content. Pro-
ceed as directed in § 436.503(c) of this
chapter. The procaine penicillin content
is satisfactory if it is not less than 85
percent of that which it is represented to
contain.

(iv) I-Ephenamine penicillin G con-
tent. Proceed as directed in § 440.65a(b)
(1) of this chapter, except that in the
iodometric assay one drop of 1.2 N HCl is
added to the blank immediately before
the addition of the 0.01 N I-. The I-
ephenamine penicillin G content is sat-
isfactory if it contains not less than 85
percent of the number of units -that it is
represented to contain.

(v) Diethylaminoethyl ester penicillin
G hydriodide content. Proceed as di-
rected in § 440.6Ia(b) (1) of this chapter,
except that in the iodometric assay one
drop of 1.2 N HCI is added to the blank

immediately before the addition of the
0.01 N I.. The diethylaminoethyl ester
penicillin G hydrlcdde content is satis-
factory if it contains not less than 85
percent of the number of units that it is
represented to contain.

(vi) Streptomycin content. Proceed
as directed in § 444.70a(b) (1) (x) and
(xi) of this chapter.

(vii) Dihydrostreptomycin c o n t e n t.
Proceed as directed in § 444.10a(b) (1) of
this chapter.

(2) Sterility. Proceed as directed in
§ 436.20 of this chapter, using the method
described in paragraph (e) (I) of that
section, except if the product contains
procaine penicillin add sufficient pent-
cillinase to the diluting fluid to solubilize
the procane penicillin. Use diluting fluid
A; if the product contains lecithin, use
diluting fluid D instead. Swirl the flask
to completely solubilize the procaine
penicillin before filtration. If the product
contains sodium carboxymethylcellulose,
add sufficient sterile carboxymethylcel-
lulase to diluting fluid A or D to com-
pletely solubilize the sodium carboxy-
methylcellulose before filtration. If the
preparation contains l-ephenamine pen-
icillin, or agents that prevent solubiliza-
tion, proceed as directed in § 436.20(e)
(2) of this chapter, using medium B in
lieu of medium A. -

(3) Toxicity. Proceed as directed in
§ 440.80a(b) (4) of this chapter, using as
a test dose 0.5 milliliter of a solution of
the sample containing 1.0 milligram of
streptomycin or dihydrostreptomycin
per milliliter.

(4) Pyrogens. Proceed as directed in
§ 440.80a(b) (3) of this chapter, using
as a test dose 2 milliliters per kilogram of
a solution containing 5 milligrams of
streptomycin or dihydrostreptomycin
per milliliter.

(5) Moisture. Proceed as directed in
§ 440.80a(b) (5) (i) of this chapter, ex-
cept that if procaine penicillin is used
proceed as directed in § 440.74a(b) (5) of
this chapter.

(6) pH. Proceed as directed in § 440.-
80a(b) (5) (1i) of this chapter, using the
solution or suspension resulting when
'the amount of diluent recommended in
the labeling is added..
§-540.253 Aluminum penicillin in oil.
(a) Requirements for certification. (1)

The requirements for certification for
aluminum penicillin in oil are described
under § 440.253 of this chapter.

(2) When it is packaged for dispensing
and is intended solely for veterinary use,
its label and labeling shall comply with
all the requirements prescribed by § 440.-
253 (a) (3) of this chapter, except that in
lieu of the statement "Caution: Federal
law prohibits dispensing without pre-
scription", each package shall include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity.

(b) Tests and methods of assay. The
tests and methods of assay for aluminum
penicillin in oil are described under
§ 440.253 of this chapter.

§ 540.255 Benzathine penicillin G im-
plantation and injectable dosage
forms.

§ 540.255a Sterile benzathine penicillin
G suspension.

(a) Requirement, for certilcation.
The requirements for certification for
benzathine penicillin G for aqueous In-
jection for veterinary use are described
under § 440.255b of this chapter, with
the following exceptions:

(1) Packaging. It need not be pack-
aged for dispensing In immediate con-
tainers of colorless transparent glass. If
it is the aqueous suspension of the- drug,
conspicuously labeled for veterinary use,
the container Is exempt from the 10-
milliliter-maximum requirement pre-
scribed by § 440.255b (a) (2) of this
chapter.

(2) Labeling. When it is packaged for
dispensing and Intended solely for vet-
erinary use, its label and labeling shall
comply with all requirements prescribed
by § 440.255b(a) (3) of this chapter, ex-
cept that in lieu of the requirements of
§ 201.100 of this chapter, It shall be la-
beled in accordance with the require-
ments prescribed by § 201.105 of this
chapter, Issued undEr section 502(f) of
the act.

(b) Tests and methods of assay. The
tests and methods of assay for benza-
thine penicillin G for aqueous injection
are described under § 440.255b of this
chapter.

(c) Conditions of marketlng-(1)
Specifications. Meet, the specifications
in paragraph (a) of this section.

.(2) Sponsor. See No. 000008 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (1) It Is used
for the treatment of bacterial infections
susceptible to penicillin G In horses and
dogs.

(ii1 Inject Intramuscularly in horses at
4,000 units per pound of body weight,
Inject intramuscularly or subcutane-
ously in dogs at 12,000 to 24,000 units
per pound of body weight, The dosage
should be repeated in 48 hours.

(lii) Not to be used in animals In-
tended for food purposes.

Clv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 540.255b Benzathine penicillin G in

oil.
(a) Requirements for certification. (1)

The requirements for certification for
benzathine penicillin G In oil are de-
scribed under § 440.255a of this chapter.

(2) If it is packaged for dispensing and
intended solely for veterinary use, It shall
be labeled In accordance with the re-
quirements of § 510.55 (d) of this chapter,
except that it shall be labeled in accord-
ance with the requirements prescribed by
§ 201.105 of this chapter, issued under
section 502 (f) of the act.

(b) Tests and methods of assay. The
tests and methods of assay for benza-
thine penicillin G In oil are described
under § 440.255a of this chapter.
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§ 540.255c Benzatfi'nc penicillin G and
procaine penicillin for aqueous in-
jection. -

(a) Requirements for certification. The
requirements for certification for benza-
thine penicillin G and procaine penicil-
lin for aqueous injection are described
under § 440.255c of this chapter.

(b) Tests and methods of assay. The
tests and methods of assay for benza-
thine penicillin G and procaine penicillin
for aqueous injection are described
under § 440.255c of this chapter.

(c) Conditions of marketing-(1)
Specifications. Meets the specifications
in paragraph (a) of this section. Each
cubic centimeter contains 150,000 units
of benzathine penicillin G and 150,000
units of procaine penicillin G in aqueous
suspension.

(2) Sponsor. See Nos. 000856, 000008,
and 000015 in §510.600(c) of this
chapter.

(3) Related tolerances. See § 556.510 of
this chapter.

(4) Conditions of use. (i) It is used for
the treatment of bacterial infeotions sus-
ceptible to penicillin G in horses, dogs,
and beef cattle.

(ii) Inject intramuscularly in horses at
2 cubic centimeters per 150 -pounds of
body weight. Inject intramuscularly or
subcutaneously in dogs at 1 cubic cen-
timeter per 10 tb 25 pounds of body
weight. Inject beef cattle subcutaneously
only at 2 cubic-.centimeters per 150
pounds body weight. The dosage should
be repeated in 48 hours.

(iii) Treatment in-beef cattle should be
limited to two doses., Not to be used in
beef cattle 'Within 30 days of slaughter
nor in horses-intended for food purposes.

(iv) Restricted to use by or on the or-
der of a licensed veterinarian.
"§ 540.259 Chloroprocainc penicillin 0

aqueous injection.

(a) Requirements for certification-
(1) The requirements for certification for
chloroprocaine penicillin 0 for aqueous
injection .are described under § 440.259
of this chapter.

(2) When it is packaged for dispens-
ing and intended solely for veterinary
use, its label and labeling shall comply
with all the requirements prescribed by
§ 440.259(a) (3) of this chapter, except
that in lieu of the statement "Caution:
Federal law prohibits dispensing without
prescription", each package shall in-
clude ipformation containing directions
and warnings adequate for the veteri-
nary use of the drug by the laity and
the statement "Warning-Not for use in
animals which are raised for food pro-
duction".

(b) Tests and methods of assay. The
tests and methods of assay for chloro-
procaine penicillin 0 for aqueous injec-
tion are described under § 440.259 of
this chapter.
§ 540.260 Dibenzylamine penicillin and

streptomycin in oil; dibenzylaniine
penicillin and diiydrostreptomycin
in oil.

(a) Reauireme-ts for certification:
Dibenzylamine penicillin and strep-

tomycin in oil and dibenzylamine peni-
cillin and dihydrostreptomycin in oil
conform to all the requirements pre-
scribed by § 540.274e(a) for procaine
penicillin and dihydrostreptomycin in
oil and are subject to all procedures pre-
scribed by § 540.274e(a) for procaine
penicillin and streptomycin in oil and
procaine penicillin and dihydrostrepto-
mycin in oil except that dibenzylamine
penicillin is used in leu of procaine
penicillin. The dibenzylamine penicillin
used conforms to'the requirements of
§ 440.60(a) (1) of this chapter, except
paragraph (a) (1) (1i), (ill) (unless It is
intended for subcutaneous i'Jection in
fowl), and (iv) of that section.

(b) Tests and methods of assay-(l)
Potency-l) Penicillin content. Proceed
as directed in § 440.284a(b) (1) of this
chapter, except the last sentence thereof.
Its content of -penicillin is satisfactory
if it contains not less than 85 percent of
the number of units ner milliliter that it
is represented to contain.

0Di) Streptomycin content. Using 1.0
milliliter as the test sample, proceed as
directed in § 536.501(a) (2). Its content
of streptomycin is satisfactory if it con-
tains not less than 85 percent of the
number of milligrams per milliliter that
it is represented to contain.

(Ill) Dihydrostreptomycin content. Us-
ing 1.0 milliliter as the test sample, pro-
ceed as directed in § 536.501 (a) (3). Its
content of dihydrostreptomycin is satis-
factory if It contains not less than 85 per-
cent.of the number of milligrams per
milliliter that It is represented to con-
tain.

(2) Moisture. Using 1.0 milliliter as
the test sample, proceed as directed in
§ 436.500(c) of this chapter.
§ 540.261 Dicthylaminoetiyl ester pen.

icillin G hydriodide for aqueous in-
jection (penicillin G diethyloinino-
ethyl ester htydriodide for aqueous in-
jection).

(a) Requirements for certification-
(1) The requirements for certification
for diethylaminoethyl ester penicillin G
hydriodide for aqueous injection (peni-
cillin G diethylaminoethyl ester hydrio-
dide for aqueous injection) are described
under § 440.261 of this chapter.

(2) When it is packaged for dispensing
and intended solely for veterinary use,
its label and labeling shall comply with
all the requirements prescribed by
§ 440.261 (a) (3) of this chapter. except
that in lieu of the statement "Caution:
Federal law prohibits dispensing withoub
prescription", each package shall include
information containing directions and
warnings adequate for the veterinary
use of the drug by the laity and the state-
ment "Warning-Not for use in animals
which are raised for food production'.

(b) Tests and methods of assay. The
tests and methods of assay for dlethyl-
aminoethyl ester penicillin G hydriodide
for aqueous injection (penicillin G di-
ethylaminoethyl ester hydriodide for
aoueous injection) are described under
§ 440.261.of this chapter.
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§540.265 -Epicnamine penicillin G
implantation and injectable dosage
fornis.

§540.26 5 a l-Eplienamine penicillin G
in oil.

(a) Requirements for certification-
(1) The requirements for certification
for l-ephenamine penicillin G in oil
are described under § 440.265a(a) of this
chapter.

2) Mhen it Is packaged for dispensing
and It Is Intended solely for. veterinary
use. its-label and labeling shall comply
with all the requirements prescribed by
§ 440.265a(a) (3) of this chapter, except
that In lieu of the statement "Caution:
Federal law prohibits dispensing without
prescription", each package shall include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity and the state-
ment "Warning-Not for use in animals
which are raised for food production".

(b) Tests and methods of assay. The
tests and methods of assay for -ephena-
mine penicillin G in oil are described
under § 440.265a(b) of this chapter.

§ 540.265b -Ephenamine penicillin G
for aqueous injection.

(a) Requirements for certification. (1)
The requirements for certification for
l-ephenamine penicillin G for aqueous
injection are described under §44.-
265b(a) of this chapter.

(2) When it is packaged for dispensing
and it Is intended solely for veterinary
use: (I) Its label and labeling shall com-
ply with all the requirements prescribed
by § 440.265b(a) (3) of this chapter, ex-
cept that in lieu of the statement "Cau-
tion: Federal law prohibits dispensing
without prescription", each package shall
include Information containing directions
and warnings adequate for the veterinary
use of the drug by the laity.

(i) Ift s intended for use in animals
raised for food production, It shall be
used in accordance with paragraph (c)
of this siction.

(b) Tests and methods of assay. The
tests and methods of assay for Z-ephena-
mine penicillin G for aqueous injection
are described under § 440.265b(b) of this
chapter.

(c) Conditions of marketing-l)
Specifications. Complies with the require-
ments of paragraph (a) of this section.

(2) Sponsor. EReserved]
(3) Special considerations. U) The

labeling shall bear the statement "Warn-
ing-The use of this drug must be dis-
continued for 5 days before treated
animails are slaughtered for food."

MiI) If the drug is intended for use in
animals producing milk for human con-
sumption, the labeling shall also bear
the statement "Milk that has been taken.
from animals during treatment and for

------ hours ( ---- milkings) after the
latest treatment must not be used for
food", the blanks being filled with the
figures 96 and 8 respectively, unless the
sponsor of the drug has submitted the
results of tests and assays demonstrating
that residues of the drug in milk from
treated animals persist for a shorter pe-
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riod of time and the shorter period is
authorized by the Commissioner.
(iv) If the drug is intended for juse in

poultry, the labeling shall bear a state-
ment that the drug is not to be used in
birds producing eggs for human
consumption.
(4) Related tolerances. See § 556.510

of this chapter.
(5) Conditions of use. As an intramus-

cular injection in food-producing ani-
mals in an amount not to exceed 2,000
units per pound of body'Weight per day.

§ 540.274 Procaine penicillin G implan-
tation and injectable dosage forms.

§ 540.274a Procaine penicillin for aque-
ous injection.

(a) Requirements for certification.
(1) The requirements for certification for
procaine p~nicillin for aqueous injection
are described under § 440.274b of this
chapter.

(2) When procaine penicillin for
aqueous injection is packaged for dis-
pensing and intended solely for veter-
inary use, its label and labeling shall
comply with all the following require-
ments:
(I) If it does not contain cortisone or

a derivative of cortisone, its label and
labeling shall comply with all of the
requirements prescribed by § 440.274b(a)
(3) of this chapter, except in lieu of the
statement "Caution: Federal law pro-
hibits dispensing without prescription",
each package shall include information
containing directions and warnings ade-
quate for ,the veterinary use of the drug
by the laity in all cases except those in
which the veterinary prescription state-
ment Is required by regulations under
this Subchapter E. In those cases, the
veterinary prescription statement shall
comply with the requirements prescribed
by § 201.105 of this chapter.
(ii) If it contains cortisone or a deriva-

tive of cortisone, the label and labeling of
each package shall conform with the re-
quirements prescribed by § 201.105 of this
chapter and with the requirements of
§ 510.55of this chapter.
(iii) If it is intended for use in animals

raised for food production, it shall be
used in accordance with paragraph (c)
of this section.

(b) Tests and methods of assay. The
tests and methods of assay for procaine
penicillin for aqueous injection are de-
scribed under § 440.274b of this chapter.
(c) Conditions of marketing-Cl)

Specifications. Complies with the require-
ments of paragraph (a) of this section.
(2) Sponsor. [Reserved]
(3) Special considerations. (i) The la-

beling shall bear the statement "Warn-
ing-The use of this drug must be
discontinued for 5 days before treated
animals are slaughtered for food."
(11) If the drug is intended for use in

animals producing milk for human con-
sumption, the labeling shall also bear the
statement "Milk that has been taken
from animals during treatment and for

-hours ( --- milkings) after the
latest treatment must not be used for
food", the blanks being filled with the

figures. 96 aid 8 respectively, unless the
sponsor of the drug has.submitted the
results of tests and assays demonstrating
that residues of the drug in milk from
treated animals persist for a shorter pe-
riod of time qnd the shorter period is
authorized by the Commissioner.

(ii) If the drug Is intended for use in
poultry, the labeling shall bear a state-
ment that the drug is not to be used in
birds producing eggs for human
consumption.

(4) Related tolerances. See § 556.510
of this chapter.

(5) Conditions of use. As an intramus-
cular injection in food-producing ani-
mals in an amount not to exceed 2,000
units per pound of body weight per day.

§ 540.274b Procaine penicillin G aque-
ous suspension.

(a) Requirements for certification.
The requirements for certification for
procaine penicillin G aqueous suspension
are described under § 540.274a.

(b) Tests and methods of assay. The
tests and methods of assay for procaine
penicillin G aqueous suspension are de-
scribed under § 540.274a.

(c) Conditions of marketing-(1) (i)
Specifications. Procaine penicillin G
aqueous suspension- conforms to the
standards of identity, strength, quality,
and purity prescribed by § 540.274a.
Each milliliter contains 300,000 units of
penicillin activity.

(ii) Sponsor. See No. 000936 in § 510.-
600(c) of this chapter.

(iii) Conditions of use. (a) It is used
as an intramuscular injection both in the
treatment of tonsillitis in dogs and In the
treatment of strangles in horses when
such conditions are caused by pathogens
susceptible to penicillin G.

(b) It is administered to dogs at 10,000
to 15,000 units per pound of body weight
per day and to horses at 3,000 to 5.000
units per pound of body weight per day.

(c) The label and labeling shall bear,
in addition to the other information re-
quired by the act, a statement that the
drug is not for use in food-producing
animals and a statement that Federal
law restricts this drug to use by or on the
order of a licensed vetirinarian.

(2) (1) Specifications. Procaine peni-
cillin" G aoueous suspension conforms to
the standards of identity, strength,
quality, and purity prescribed by § 540.-
274a. Each milliliter contains 300,000
units of penicillin activity.

(ii) Svonsor. See No. 000003 in q 510.-
600(c) of this chaT.ter.

(iii) Conditions of use. (a) It is used
as an intramuscular injection in dogs
and cats in the treatment of infections
caused by penicillin sensitive organisms.

(b) It is administered to dogs and cats
at a dosaae level of 10.000 units per
pound of body weight daily at 24-hour
intervals. Daily treatment should be con-
tinued for at least 48 hours after tem-
perature has returned to normal and all
other signs of infection have subsided.

(c) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

§ 540.274c Procaine penicillin G in oil.
(a) Requirements for certification.

The requirements for certification for
procaine penicillin G In ol are described
under § 440.274a of this chapter, with the
following exceptions:

(1) Standards of identity, strength ,
quality and purity. If It Is conspicuously'
labeled for veterinary use It may contain
furaltadone in accordance with § 121.249
(a) (5) of this chapter and Is exempt
from the potency requirement in § 440.-
274a(a) (1) of this chapter. It is sterile
only if it Is packaged and labeled solely
for udder Instillations of cattle and It
contains furaltadone. If the procaine
penicillin G In oil Is packaged and la-
beled solely for udder Instillations of
cattle and Is not required to be sterile,
the penicillin used Is exempt from the
requirements of § 440.74a(a) (1) (i),
(ili), and (iv) of this chapter.

(2) Packaging. If It Is labeled solely
for udder instillations of cattle it may
be packaged in plastic or collapsible tubes
which shall be well closed containers as
defined by the U.S.P. If It Is packaged
and labeled solely for veterinary use, It
need not meet the requirements for
quantity of procaine penicillin In oil in
each container, as described In § 440.274a
(a) (2) of this chapter.

(3) Labeling. When It is packaged for
dispensing and intended solely for vet-
erinary use:

(I) If it does not contain adrenocor-
ticotropic hormone, It shall comply with
§ 440.274a(a) (3) of this chapter, except
In lieu of the statement "Caution: Fed-
eral law orohibits dispendug without
prescription", each package shall Include
adequate directions and warnings for the
veterinary use of the drug by the laity in
all cases except those In which the veter-
inary prescription statement Is required
by regulations under this Subchapter E.
In those cases, the veterinary prescrip-
tion statement shall comply with the re-
quirements prescribed by q 201.105 of this
chapter. If it Is intended for udder in-
stillation In cattle It shall be exempt
from the requirements of § 201.100(b) (5)
of this chapter.

(ii) If It contains adrenocorticotroplo
hormone, it shall comply' with § 201.105
of this chapter and with the require-
ments of § 440.274a(a) (3) of this chap-
ter.

(ii) Each package shall bear on Its
label and labeling, unless it Is intended
for udder instillation In cattle, the state-
ment "Warning-Not for use In animals
which are raised for food production".

(4) Requests for certification; sam-
ples. If the batch of procaine penicillin
G in oil is intended solely for udder In-
stillations of cattle and Is not required
to be sterile, test results for toxicity, ster-
ility, and pyrogens are not required.

(b) Tests and methods of assay. The
tests and methods of absay for procaine
penicillin in oil are described under
§ 440.274a of this chapter.

(c) Conditions of marketing-l)
Specifications. Sterile procaine penicil-
lin G with aluminum stearate suspension
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conforms to the -standards of identity,
strength, quality, and 1iurity prescribed
by paragraph (a) of this section. Each
milliliter contains 300,000 units of peni-
cillin activity in sesame oil gelled with
2 percent aluminum monostearate.

(2) Sponsor. See No. 000003 in § 510.-
600Cc) of this chapter.

(3) Conditio= of use-(i) it is used
as an intramuscular injection in the
treatment of infections caused by peni-
cillin-susceptible organisms such as
Streptococci, Staphylococci, and Coryne-
bacteria.

(ii) It is-administered to dogs and
cats at 10,000 units per pound of body
weight once daily and to horses at 3,000
units per pound of body weight once
daily.

(iii) The label and labeling shall bear,
in addition to the other information re-
quired by the act, a statement that the
drug is not for use in food-producing
animals and a statement that Federal
law restricts this drug to use by or on,
the order of. a licensed veterinarian. -
§540.274d Procaine penicillin in strep-

tomycin sulfate solution; procaine
penicillin in dihydrostreptomycn
sulfate solution.

(a) Requirements for certification-
(1) Standards of identity, strength,
quality , and purity. Procaine penicillin
in streptomycin sulfate solution is pro-
caine penicillin G suspended in an aque-
ous solution of streptomycin sulfate. Pro-
caine penicillin in dihydrostreptomycin
sulfate solution is procaine penicillin
suspended in an aqueous solution of di-
hydrbstreptomycin sulfate or crystalline
dihydrostreptomycin sulfate. Such solu-
tion shall contain one or more suitable
and harmless buffer substances, preserv-
atives, and suspending or -dispersing
agents, and it may contain one or more
suitable and harmless stabilizing agents,
procaine hydrochloride in a concentra-
tion not exceeding 2 percent, a suitable
antihistaminic, a suitable anticholinergic
and cortisone, or a suitable derivative of
cortisone. It is so purified that:(i) Each milliliter shall contain not

' less than 100,000 units of procaine peni-
cillin and not less than .0.25 gram of
streptomycin sulfate or dihydrostrepto-
mycin sulfate, but each immediate con-
tainer shall contain not less than 300,000
units of procaine penicillin and not less
than 0.25 gram of streptomycin sulfate
or dihydrostreptomycin sulfate;

(iW It is sterile;
(iii) It is nonpyrogenic;
-(iv) Itis nontoxic; and
(v) Its nH is not less than 5.0 and

not more than 8.0.
The procaine penicillin used conforms
to the requirements prescribed by
§ 440.74a(a) (1) of this chapter. The
streptomycin sulfate uved conforms to
the requirements prescribed by § 444.70a
(a) (1), or § 444.270b(a) of this chapter.

'The, dihvdrostreptomvcin sulfate used
confoims to the requirements prescribed
by § 444.10a(a) (1) or § 444.270b(a) (1) of
this chapter. Each other substance used,
if its name is recognized in the U.S.P. or
N.F., conforms to the standards pre-
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scribed therefor by such offIcial com-
pendium.

(2) Packaging. In all cases the im-
mediate container shall be a tight con-
tainer as defined by the U.S.P.. shall be
sterile at the time of filling and closing,
shall be so sealed that the contents can-
not be used without destroying such
seal, and shall be of such-composition as
will not cause any change In the strength.
quality, or purity of the contents beyond
any limit therefor In applicable stand-
ards, except that minor changes so
caused which-are normal and unavoid-
able In good packaging, storage, and dis-
tribution practice shall be disregarded.
In case It Is packaged for dispensing, It
shall be in immediate containers of
transparent glass closed by a substance
through which a hypodermic needle may
be Introduced and withdrawn without
removing the closure or destroying Its
effectiveness, unless it is packaged to con-
tain a single dose. Each such container
shall contain not less than 1.0 milliliter.
and each shall be filled with a volume in
excess of that designated, which excess
shall be sufficient to permit the with-
drawal and administration of the volume
indicated, whether administered in
elthe single or multiple dose.

(3) Labeling-(l) It is packaged for
dispensing and it contains an antihis-
taminic, and anticholinergic, or cortisone
or a derivative of cortisone. In addition
to the labeling requirements prescribed
by § 201.105 of this chapter (regulations
issued under section 502(f) of the act),
each package shall bear on the label or
labeling, as hereinafter indicated, the
following:

(a) On the outside wrapper or con-
tainer, the statement "Store In refriger-
ator not above 15° C. (590 F.)".

(b) On the outside wrapper or con-
tainer and the Immediate container, the
statement "Expiration date
the blank being filled in with the date
that is 12 months after the month during
which the batch was certified, except
that the blank may be filled In with the
date that is 18 months. 24 months, or 36
months after the month during which
the batch was certified If the person who
requests certification has submitted to
the Commissioner results of tests and
assays showing that after having been
stored for such perlod of time such drug
as prepared by him complies with the
standards prescribed by paragraph (a)
(1) of this section.

.(c) On the label and the labeling, the
statement "For use only in cats. dogs,
and horses; not for use n horses to be
slaughtered for human consumption".
(d) After the name procaine peni-

cillin in streptomycin sulfate solution
veterinary", or "procaine penicillin in
dlhydrostreptomycin sulfate solution
veterinary", wherever such name ap-
pears, the words "with --------- In
Juxtaposition with such name. the blank
being filled in with the established name
of the antihistaminic. the anticholiner-
gic. the cortisone, or the derivative of
cortisone.
. (ii) It is packaged for dispensing and

it does not contain an antihistaminic.
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an anticholinergfc, or cortisone or-a
derivative of cortisone. It shall comply
with the requirements of paragraph (a)
(3) (1) of this section, except:

(a) In lieu of the statement "Caution:
Federal law restricts this drug to sale
by or on the order of a licensed veteri-
narlan", each package shall include in-
formation containing directions and
warnings adequate for the veterinary
use of the drug by the laity.

(b) If it contains dihydrostreptomy-
cin. an expiration date of 48 months or
60 months may be used If data have been
submitted as described in para1raph (a)
(3) (1) (b) of this section.

(c) In lieu of the statement required
by paragraph (a) (3) (1) (a) of this sec-
tion, the labeling shall bear the state-
ment "Warning-The use of this drug-
must be discontinued for 30 days before
treated animals are slaughtered for
food", and. if the drug is intended for use
in animals producing milk for human
consumption, the labeling shall also bear
the statement required by § 510.106 of
this chapter.

(i) It is packaged solely for manufac-
turing use and/or repacking. Each
package shall bear on its outside wrapper
or container and the Immediate con-
tainer, the following:

(a) The number of units of procaine
penicillin and the number of milligrams
or grams and streptomycin sulfate or
dihydrostreptomycin sulfate In each
milliiter.I (b) The statement "Caution: Federal
law 'prohibits dispensing without pre-
scription".

Cc) The statement "For manufactur-
ing use", "For repacking". or "For
manufacturing use or repacking".

(d) The information required by.
paragraph (a) (3) (1) (a) and (b) of this
section.

(4) Requests for certification; sam-
ples. (1) In addition to complying with
the requirements of § 514.50 of this chap-
ter. a person who requests certification
of a batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the number of units of procaine
penicillin and the number of milligrams
or grams of streptomycin sulfate or di-
hydrostreptomycin sulfate in each milli-
liter of the batch, the batch marks and
(unless they were previously submitted)
the dates on which the latest assays of
the urocalne penicillin and streptomycin
sulfate or dihydrostreptomycin sulfate
used In making such batch were com-
pleted, the date on which the -latest
assay of the drug comprising such batch
was completed, the quantits; of each in-
gredient used in making the batch, and
a statement that each such ingredient
conforms to the requirements prescribed
therefor by this section.

(il) Except -as otherwise provided by
paragrear (a) (4) (v) of this section,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following
made by him on an accurately repre-
sentative sample of:

(a) The batch: Potency, sterility, pH
and, If It does not contain a vegetable oil
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as a suspending agent, toxicity and
pyrogens.

(b) The procaine penicillin used in
making the batch; potency (toxicity and
pyrogens if it is used in making a batch
containing a vegetable oil as a suspend-
ing agent), crystallinity, penicillin K
content (unless it is procaine-penicilin
G), and the penicillin G content If it is
procaine penicillin G.

(c) The streptomycin sulfate or di-
hydrostreptomycin sulfate used in mak-
ing the batch; potency (toxicity and py-
rogens if It is used In making a batch
containing a vegetable oil as a suspend-
Ing agent), histamine content, strepto-
mycin content if It is dihydrostreptomy-
cin, and crystallinity ifit is crystalline
dihydrostreptomycin.

(ii) Except as otherwise provided by
paragraph (a) (4) (v) of this section, if
such batch is packaged for dispensing,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(a) The batch:
(1) For all tests except sterility: One

Immediate container for each 5,000 im-
mediate containers in such batch, but in
no case less than 12 immediate contain-
ers.
Such samples shall be collected by taking
single immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaging during the intervals are ap-
proximately equal.

(2) For sterility testing: 20 imme-
diate containers collected at regular in-
tervaIs throughout each filling operation
when each container contains not less
than 600.000 units or not less than 2.0
milliliters, or 40 immediate containers
when each contains less than these
amounts.

S() The procaine penicillin used in
making the batch; three packages, or
10 packages if It is used to make a batch
containing a vegetable oil as a suspend-
Ing agent, each containing approxi-
mately equal portions of not less than
0.5 gram, packaged in accordance with
the requirements of § 440.74a(a) (2) of
this chapter.

(c) The streptomycin sulfate or di-
hydrostreptomycin sulfate used in mak-
ing the batch; six packages, each con-
taining approximately equal portions of
not less than 0.5 gram, packaged in ac-
cordance with the requirements of
§ 444.70a(a) (2) of this chapter. If the
streptomycin or dihydrostreptomycin
used In making the batch is a.soluton
of the drug, the person who requests cer-
tification shall dry a sufficient quantity
of the solution to meet these sample
requirements.

d) In case of an'initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5 grams.

(iv) If such batch is packaged for re-
packing, such person shall submit with
his request a sample consisting of:

(a) For all tests except sterility; 12
approximately equal portions of atleast 2
milliliters.

(b) For sterility testing: 20 packages,
each containing approximately equal
portions of at least 4 milliliters.
Each such portion shall be taken from
different parts of such batch, and each
shall be packaged in a separate container
and in accordance with the requirements
of paragraph (a) (2) of this section. ,

(M) No result referred to in paragraph
-(a) (4) (ii) (b) and () of this section,
and no sample referred to in paragraph
(a) (4) (iii) (b) and (c) of this section, is
required if such result or sample has been
previously submitted.

(b) Tests and methods of assaY-
(1) Potency-i) Procaine penicillin
content. Proceed as directed in § 440.80a
(b) (1) of this chapter, except para-
graph (b) (1) (iv) and (ix) of that sec-
tion. In lieu of the directions in para-
graph (b) (4) of this section, place a
representative aliquot of the sample in a
blending jar, add 1.0 milliliter of poly-
sorbate 80 and sufficient 1 percent phos-
phate buffer, pH 6.0, to make a. total
volume of 500 milliliters. Blend 3 to 5
minutes. If the iodometric assay is used,
1 drop of the 1.2 N HCl Is added to the
blank immediately before the addition of
the 0.01 N L2. Its content of procaine peni-
cillin is satisfactory if it contains not less
than 85 percent of the number of units
that it is represented to contain.

(ii) Streptomycin sulfate content.
Proceed as directed in § 444.70a(b) (1)
(x) and (xi) of this chapter.

(iii) Dihydrostreptomycin sulfate con-
tent. Proceed as directed in § 444.10a(b)
(1) of this chapter.

(2) Sterility. Proceed as directed in
§ 436.20 of this chapter, using the method
described in paragraph (e) (1) of that
section, except add sufficient penicillinase
to the diluting fluid to solubfilze the pro-
caine penicillin. Use diluting fluid A; if
the product contains lecithin, use diluting
fluid D instead. Swirl the flask to com-
pletely solubilize the procaine penicillin
before filtration. If the preparation con-
tains agents that prevent solubilization,
proceed as directed in paragraph (e) (2)
of that section, using medium B in lieu
of medium A.

(3) Toxicity. ProcQed as directed in
§ 440.80a(b) (4) of this chapter, using
as a test dose 0.5 milliliter of a solution
of the sample containing 1.0 milligram
of streptomycin or °dthydrostreptomycin
per milliliter.

(4) Pyrogens. Proceed as directed in
§ 540.250(b) (4).

(5) pH. Proceed as directed in § 440.80
a(b) (5) (ii) of this chapter, using the
undiluted aqueous suspension.

540.274e P r o c a i n e penicillin and1

streptomycin in oil; procaine peni-
cillin and dihydrostreptomycin in oil.

(a) Requirements for certification-
(1) Procaine penicillin and streptomy-
cin in oil and procaine penicillin and
dihydrostreptomycin in oil conform to all
requirements and to all procedures pre-
scribed in § 440.274a(a) for procaine
penicillin in oil for udder instillations of'
cattle or subcutaneous infection in fowl,
except that:

(I) It contains not less than 2.0 milli-
grams of streptomycin or dihydrostrep-

tomycin per milliliter. The streptomycin
or dhydrostreptomycin used conforms
to the standards prescribed by § 444.10a
(a) or § 444.70a(a) (1) of this chapter,
except the standards for sterility, pyro-
gens, and histamine, or by § 539.170(a)
(1) of this chapter, except that if It Is In-
tended for udder Instillations of cattle
the dihydrostreptomycin used conforms
to the standards prescribed by § 444.70a
(a) of this chapter, except the standards
for sterility, toxicity, pyrogens, and his-
tamine, or by § 539.170(a)(1) of this
chapter, except the standard for toxicity.

(i) It may contain cortisone or a
suitable derivative of cortisone, and/or
one suitable sulfonamilde, if It Is intended
solely for udder instillations of cattle,
which ingredient, if Its name Is recog-
nized In the U.S.P. or NY., conforms to
the standards prescribed therefor by
such official compendium. If it is In-
tended solely for udder Instillaton of
cattle, It may be packaged In containers
with one or more suitable ilert gases.

(Ill) In addition to the labeling re-
quirements prescribed for procaine peni-
cillin in oil by § 540.274c (a) (3), each
package shall bear on the outside wrap-
per or container and the immediate con-
tainer the statement "For udder Instilla-
tions of cattle only" or the statement
"For subcutaneous Injection in fowl
only"; and If It Is a multiple-dose con-
tainer, the statement "Shake well." Each
package shall also bear on Its label and
labeling, if It contains one or more of the
other active ingredients specified in para-
graph (a) (1) (l) of this section, after the
name "procaine penicillin and strep-
tomycin In oil" or "procaine penicillin
and dihydrostreptomycin In oil", wher-
ever It appears, the words "with --------
(the blank being filled.in with the estab-
lished name of each such other Ingredi-
ent) ", in juxtaposition with such name,

(iv) In addition to complynig with the
requirements of § 440.274a(a) (4) of this
chapter, a person who requests certifica-
tion of a batch of procaine penicillin and
streptomycin in oil or procaine penicillin
and dihydrostreptomycin in oil shall sub-
mit with his request a statement showing
the batch mark and (unless It was previ-
ously submitted) the results and the date
of the latest tests and assays of the
streptomycin or dlhydrostreptomycln
used in making the batch for potency,
toxicity, (if it Is intended for subcUtane-
ous injection In fowi), moisture, pH,
streptomycin content if It Is dihydro-
streptomycin, and crystallinity If It Is
crystalline dihydrostreptomycin; the
number of units of penicillin and the
number of milligrams of streptomycin or
dihydrostreptomycin In each milililter of
the batch or in each prescribed dose.
He shall also submit in connection with
his request a sample consisting of not
less than six immediate containers of
the batch and (unlezs It was previous-
ly submitted) a sample consisting of six
packages containing approximately
equal portions of not less than 0.5 gram
each of the streptomycin or dhydro-
streptomcin used in making the batch,
packaged in accordance with the re-
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quirements of § 444.70a(a) (2) of this
chapter.

(b) Tests and methods of assay-!)
Potency-i) Penicillin content. Proceed
as directed in 9 536.501(a) or § 440.274a
(b) (1) (D (a) of this chapter. Its content
of penicillin is satisfactory if it contains
not less than 85 percent of the number
of units per milliliter that is represented
to contain.

(ii) Streptomycin content. Proceed as
directed in § 536.501(a) (4) of this chap-
ter. Its content of streptomyciii is satis-
factory if it contains not less than 85
percent of the number of millgrams per
milliliter that it is represented to con-
tain.

(iII) Dihydrostreptomycin content.
Proceed as directed in § 536.501(a) (5)
of this chapter. Its content of dihydro-
streptomycin is satisfactory if it contains

-not less than 85 percent of the number of
milligrams per milliliter that it is rep-
resented to contain.

(2) Moisture. Using 1 milliliter as
the test sample proceed as directed in
§ 436.500(c) of this chapter.
(Sees. 409. 507. 512. 59 Stat. 463. as amended,
72 Stat. 1785-1788, 82 Stat. 343-351; 21 U.S.C.
348, 357, 360b)
§ 540.274f Penicillin and dihydrostrep-

tomycin-streptomycin sulfates; pro-
caine penicillin in dihydrostreptomy-
cin-streptomycin sulfates solution.

(a) Requirements for certification-
(1) Standards of identity, strength, qual-
ity, and purity. Penicillin and dihydro-
streptcmycin-streptomycin sulfates and
procaine penicillin in dihydrostreptomy-
cin-streptomycin sulfates solution con-
form to the standards prescribed by
§ 544.21Ib(a) (1) of this chapter for
dihydrostreptomycin-streptomycin sulf-
ates, except that:

(i) It contains dry procaine penicil-
lin, benzathine penicillin G. crystalline
penicillin 0, chloroprocaine penicillin 0,
crystalline sodium penicillin or potas-
sium penicillin, or a mixture of any com-
bination of such salts, or it contains pro-
caine penicillin suspended in an aqueous
solution of dihydrostreptomycin-strepto-
mycin sulfates. The procaine penicil-
lin used conforms to the requirements
prescribed ny § 440.74a(a) (1) of this
chapter.- The crystalline penicillin used
conforms to the requirements prescribed
for crystalline penicillin by § 440.80a(a)
(1) of this chapter. The benzathine peni-
cillin G useil conforms to the require-
ment prescribed by § 440.55a(a) (1)- of
this chapter. The crystalline penicillin 0
used conforms to the requirements pre-
scribe bv § 440.80a(a) (2) of this chapter.
The chloroprocaine penicillin 0 used
conforms to the requirements prescribed
by § 440.59(a) (1) of this chanter.

(ii) It may contain suitable and harm-
less buffer substances, preservatives,
suspending, dispersing, and stabilizing
agents. Each such substance, If Its
name Is reegnized in the U. S. P. or
N. r., conforms to the9tandards pre-
scribed therefor by' subh official com-
pendium.

(iii) The moisture content of the dry
mixture is not more -than 3.5 percent.

except if It contains procaine penicillin
or chloroprocaine penicillin 0, its mols-
ture content is not more than 4.2 percent,
4nd if it contains benzathine penicillin
G Its moisture content Is not more than
6 percent.

(lv) The PH of a solution or a suspen-
sion prepared as directed In Its labeling
is not less than 5.0 and not more than
7.5.

(2) Packaging. It shall be packaged
In accordance .with the requirements
prescribed by § 544.21lbCa) (2) of this
chapter, except that each Immediate
container or each milliliter shall contain
not less than 300.000 units of penicillin.
0.125 gram +dlhydrostreptomycn, and
0.125 gram streptomycn.

(3) Labeling. If It is a dry mixture It
shall be labeled in accordance with the
requirements prescribed by § 540.250(a)
(3). If It is a suspension of the drug, It
shall be labeled in accordance with the
requirements prescribed by § 540.274d(a)
(3). If it contains benzathine penicillin
G or chloroprocane penicillin 0, its label
and labeling shall bear the statement
"Warning-Not for use in animals which
are raised for food production".

(4) Request for certification; samples.
(i) In addition to complying with the re-
quirements of § 544.2lib(a) (4) (1) of this
chapter, a person who requests certifica-
tion of a batch shall submit a statement
showing the dates on which the latest
assays of the penicillin used In making
the batch were completed (unless they
were previously submitted), the batch
marks, and the content of each salt of
penicillin in each container.

(i) Except as otherwise provided by
paragraph (a) (4) (v) of this section.
such person shall submit in connection
with his request, results of the tests and
assays listed after each of the following
made by him on an accurately represent-
ative sample of:

(a) The batch; content of each salt of
penicillin, content of dihydrostreptomy.
cin and streptomycin, sterility, toxicity.
pyrogens, moisture (If It is the dry mix-
ture), and pH.
(b) The procaine penicillin used in

making the batch; potency, crystallinity
penicillin K content (unless it Is pent-
cillin G) and the penicillin G content If
It is procaine penicillin G.

(c) The crystalline sodium or potas-
sium penicillin used in making the
batch: potency. crystallnity. heat stabil-
ity. penicillin K content (unless it Is crys-
talline penicillin G). and the penicillin
G content If It is crystalline penicillin G
(d) The benzathine penicillin G used

in making the batch: potency, crystal-
linity. and penicillin G content.

(e) The crystalline penicillin 0 used
in making the batch: potency, crystal-
linity, heat stability, penicillin 0 con-
tent. and penicillin G content.

() The chloroproealne penicillin 0
used in making the batch: potency.
crystallinity. chloroprocalne penicillin 0
content, and chloroprocaine penicillin 0
content.

(g) The dihydrostreptomycn and
streptomycin used in making the batch-
potency,'histamine content, and crystal-

linity if it is crystalline dibYdrostreP-
tomycin.

(Ii) Except as otherwise provided by
paragraph Ca) (4) (v) of this section, if
such batch is packaged for dispensing
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
live samples of the following:

(a) The batch:
(1) For all tests except sterilitY: One

immediate container for each 5,000 im-
mediate containers in such batch, but
in no case less than 13 (14 if it contains
benzathine penicillin G) Immediate
containers.
Such samples shall be collected by taking
single Immediate containers at such in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(2) For sterility testing: 20 immediate
containers collected at regular intervals
throughout each filling operation when
each container contains not less than
600.000 units or not less than 2.0 mil-
lIliters, or 40 immediate containers when
each contains less than these amounts.

(b) The procaine penicillin used in
making the batch; 3 packages contain-
Ing approximately equal portions of not
less than 0.5 gram, each packaged in
accordance with the requirements of
I 440.80a of this chapter.

(c) The crystalline penicillin used in
making the batch; 3 packages contain-
Ing approximately equal portions of not
less than 250 milligrams, each packaged-
in accordance with the requirements of
§ 440.80a of this chapter.

(d) The benzathine penicillin G used
In mgking the batch: 3 packages con-
taining approximately equal portions of
not less than 0.5 gram each. packaged
in accordance with the requirements of

440.55a(a) (2) of this chapter.
(e) The crystalline penicillin 0 and

the chloroprocalne penicillin 0 used in
making the batch: 3 packages of each.
containing approximately equal por-
tions of not less than 300 milligrams
each, packaged In accordance with the
requirements of § 440.80a(a) (2) of this
chapter and § 440.59a(a) (2) of this
chapter.

Mf) The dihydrostreptomycin and
streptomycin used in making the batch.
6 packages of each salt containing ap-
proximately equal, portions of not less
than 0.5 gram. each packaged in ac-
cordance with the requirements of
§ 444.70a(a) (2) of this chapter. -

(g) In case of an initial request for
certification, each other Ingredient
used in making the batch: one package
of each containing approximately 5.0
grams.

(Iv) If such batch is packaged for re-
packing such person shall submit with
his request a sample consisting of the
following:

(a) For all teats except sterility; 13
(14. if it contaifis benzathine penicillin
G) approximately equal portions of at
least 2.0 grams.

(b) For sterility testing: 20 packages,
each containing approximately equal
portions of at least 1.0 gram.
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Each such portion shall be taken from
a different part of such batch and each
shall be packaged in a separate con-
tainer and in accordance with the re-
quirements of paragraph (b) of this
section.

(v) No result referred to in paragraph
(a) (4) (ii) (b), (c), (d), (e), (f) and (g)
of this section, and no sample referred
to in paragraph (a) (4) (iii) (b), (c), (d),
(e) and () of this section, is required
if such result or sample has been previ-
ously submitted.

(b) Tests and methods of assay-
(l) Potency. Use as the sample for
assay a representative aliquot of the
suspension equivalent to one dose; or
if it Is a dry mixture of the drug, a rep-
resentative aliquot of the drug equiva-
lent to one does after It has been recon-
stituted as directed in the labeling.

(i) Penicillin content. If it contains:
(a) Crystalline penicillin and dihydro-

streptomycin-streptomycin s u I f a t e s.
Proceed as directed in § 540.250(b) (1)
(it) If it is the dry Powder or in § 540.-
274d(b) (1) (i) If it is the solution; or

b) Procaine penicillin and dihydro-
streptomycin-streptomycin sulfates. Pro-
ceed as directed in § 540.250(b) (1) (ii)
if it is the dry powder or in § 540.274d(b)
(1) (i) if It is the solution; or

(c) Benzathine penicillin G and di-
hydrostreptomycin - streptomycin sul-
fates. Proceed as directed in § 440.55a(b)
(1) of this chapter, except that in the
lodometric assay 1 drop of 1.2 N HC1 is
added to the blank immediately before
the addition of the 0.01 N L; or

d) Crystalline penicillin - procaine
penicillin and dihydrostreptomycin-
streptomycin sulfates. Proceed as di-
rected in § 436.503(a), (b), and (c) of
this chapter, except that in the iodom-
etric assay 1 drop of 1.2 N HCl is added
to each blank immediately before the
addition of the 0.01 N 12; or

(e) Crystalline penicillin - benzathine
penicillin G and dihydrostreptomycin-
streptomycin sulfates. Proceed as di-
rected In § 436.506(a), (b), (c), and (d)
of this chapter, except that in the iodom-
etric assay 1 drop of 1.2 N HCI is added to
each blank immediately before the addi-
tion of the 0.01 N 12; or

(f) Crystalline penicillin - procaine
penicillin-benzathine Penicillin G and
dihydrostreptomycin-streptomycin sul-
fates. Proceed as directed in § 436.507
(a) (1), (2), (3), and (4) of this chapter,
except that In the iodometric assay 1
drop of 1.2 N HC1 is added to each blank
immediately before the addition of the
0.01 N I2; or

g) Crystalline penicillin 0-chloro-
procaine penicillin 0 and dihydrostrep-
tomycin-streptomyin sulfates. Proceed
as directed in § 436.503 (a), (b),C-c),
and (d) of this chabter, with the follow-
ing exceptions:

(1) In the iodometric assay, 1 drop of
1.2 N HC1 Is added to the blank immedi-
ately before the addition of the 0.01 N L.

(2) The penicillin 0 working standard
Is used as the'standard of comparison in
the lodometric assay.

(3) In the colorimetric determination
of chloroprocaine, penicillin 0, the
standard curve is ,prepared by using a

standard solution containing 31.04 mil-
ligrams of chloroprocaine hydrochloride
in 1 liter of distilled water; or

(7) Procaine penicillin - benzathine
penicillin G and dihydrostreptomycin-
streptomycin sulfates. Proceed as di-
rected in § 536.507(a) ( (1) and (2) of
this chapter.
The total potency and the number of
units of each salt of penicillin are satis-
factory if the immediate containers con-
tain not less than 85 percent of the num-
ber of units that they are represented to
contain.

(ii) Combined potency of dihydro-
streptomycin and streptomycin; content
of streptomycin. Proceed as directed in
§ 544.2llb(b) (1) and (2) of this chapter.
Its combined potency of streptomycin
and dihydrostreptomycin is satisfactory
if it is not less than 90 percent pf the
number of milligrams that it is repre-
sented to contain. Its content of strepto-
mycin Is satisfactory If it contains not
less than 45 percent and not more than
55 percent of the combined potency of
streptomycin and dihydrostreptomycin.

(2) Sterility-() Penicillin and dihy-
drostreptomycin - streptomycin sulfate
solution. Proceed as directed in § 436.20
of this chapter, using the method de-
scribed in paragraph (e) (1) of that
section.

(ii) Procaine penicillin in dihydro-
streptomycin-streptomyin sulfate solu-
tion. Proceed as directed in § 436.20 of
this chapter, using the method described
in paragraph (e) (2) of that section, ex-
cept use medium B in lieu of medium A.

(3) Toxicity. Proceed as directed in
§540.250(b)(3), except if it contains
benzathine penicillin G, proceed as di-
rected in § 440.55a(b) (3) of this chapter,
using a test suspension containing a total
penicillin activity of 4,000 units per
milliliter.

(4) Pyrogens. Proceed as directed In
§ 540.250(b) (4), except if it contains
benzathine penicillin G proceed as di-
rected in § 440.55a(b) (3) of this chapter,
using a test suspension containing a total
penicillin activity of 4,000 units per milli-
liter.

(5) Moisture. Proceed as directed in
§ 440.80a(b) (5) (i) of this chapter, ex-
cept if it contains procaine penicillin,
chloroprocaine penicillin 0, or benza-
thine penicillin G proceed as directed in
§ 440.74a(b) (5) of this chapter.

(6) pH. Proceed as directed in
§ 440.274b(b) (6) of this chapter.
§ 540.280 Sodium penicillin (penicil-

lin sodium, penicillin sodium salt),
calcium penicillin (penicillin cal-
cium, penicillin calcium salt) crys-
talline penicillin (crystalline peni-
cillin sodium, crystalline penicillin
sodium salt, crystalline penicillin po-
tassium, crystalline penicillin potas-.
sium salt, crystalline penicillin G so-
dium, crystalline penicillin G sodium
salt, crystalline penicillin G potas-
siun, crystalline penicillin G potas-
sium salt, crystalline penicillin 0
sodium, crystalline penicillin 0 so-
dium salt, crystalline penicillin 0 po-
tassium, crystalline penicillin 0 po-
tassium salty.

(a) Requirements for certification-
(1) The requirements for certification

for sodium penicillin (penicillin sodium,
penicillin sodium salt), calcium penicil-
lin (penicillin calcium, penicillin calcium
salt), crystalline penicillin (crystalline
penicillin sodium, crystalline penicillin
sodium salt, crystalline penicillin potas-
sium, crystalline penicillin potassium
salt, crystalline penicillin 0 sodium,
crystalline penicillin G sodium salt, crys-
talline penicillin G potassium, crystal-
line 'penicillin G potassium salt,
crystalliie penicillin 0 sodium, crystal-
line penicillin 0 sodium salt, crystalline
penicillin 0 potassium, crystalline peni-
cillin 0 potassium salt) are described
under § 440.80a of this chapter.

(2) When it is packaged for dispens-
ing and it is intended solely for veterinary
use: (i) Its label and labeling shall com-
ply with all the requirements prescribed
by § 440.80a(a) (3) of this chapter, ex-
cept that in lieu of the statement "Cau-
tion: Federal law prohibits dispensing
without prescription", each packago
shall Include Information containing di-
rections and warnings adequate for.the
veterinary use of the drug by the laity.

(ii) If it is Intended for use in animals
raised for food production, It shall be
used in accordance with paragraph (a)
of this section.

(b) Tests and methods of assay. The
tests and methods of assay for sodium
penicillin (penicillin sodium, penicillin
sodium salt), calciut penicillin (penicil-
lin calcium, penicillin calcium salt),
crystalline penicillin (crystalline peni-
cillin sodium, crystalline penicillin so-
dium salt, 'crystalline penicillin potas-
sium, crystalline penicillin potassium
salt, crystalline penicillin G sodium,
crystalline penicillin G sodium salt, crys-
talline penicillin G potassium, crystal-
line penicillin G potassium salt, crystal-
line penicillin 0 sodium, crystalline peni-
cillin 0 sodium salt, crystalline Penicillin
O potassium, crystalline penicillin 0 po-
tassium salt) are deerlbed under 9 440,-
80a of this chqnter.

Cc) Conditions of marlceting-(1)
Specifications. Complies with the re-
quirements of paragraph (a) of this sec-
tion.

(2) Sponsor. [Reserved]
(3) Special considerations. (1) The

labeling shall bear the statement "Warn-
ing-The use of this drug must be discon-
tinued for 5 days before treated animals
are slauehtered for food".

(it) If the drug Is Intended for use in
animals producing milk for human con-
sumption, the labeling shall also bear the
statement "Milk that has been taken
from animals during treatment and for

------ hours ( --- milkings) after the
latest treatment must not be used for
food", the blanks being filled with the
figures 96 and 8 respecttvelv, unless the
snonsor of the drug has submitted the
results of tests and assays demonstrating
that residues of the drug in milk from
treated animals persist for a shorter
period of time and the shorter period
Is authorized by the Commissioner.

(iii) If the drug is Intended for use in
poultry, the labeling shall bear a state-
ment that the drug is not to be used In
birds producing eggs for human con-
sumption.
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(4) Related tolerances. See § 556.510
-of this chapter.

(5) Conditions of use. As an intramus-
cular or intravenous injection in food-
producing animals in an amount not to
exceed 2,000 units per pound of body
weightper day.
§ 540.281 Crytalline penicillin inpan-

tatioi and injectable dosage forms.
§ 5 40.23 1a Crystalline penicillin and

epinephrine in oil.
(a) Requirements for certification-

(1) The requirements for certification
for crystallifie penicillin and epinephrine
in oil are described under § 440.280d of
this chapter.

(2) When crystalline penicillin and
epinephrine in oil is packaged for dis-
pensing and intended solely for veter-
inary use, its label and labeling shall
comply with all the requirements pre-
scribed by § 440,280d(a) (3) of this
chapter, except that in lieu of the state-
ment- "Caution: Federal law prohibits
dispensing without prescription", each
package shall include information con-
taining directions and warnings ade-
quate for the veterinary use of the drug
by the lity.

- (b) Tests and methods of assay. The
tests and methods of assay for crystalline
penicillin and epinephrine in oil are de-
'scribed under § 440.280d of this chapter.
§ 540.2811 Buffered crystalline penicil-

lin.
(a) Requirements for certification. The

requirements for certification for buff-
ered crystalline penicillin aie described
under § 440.81 of this chapter.

(b) Tests and methods of assay. The
tests and methbds of-assay for buffered
crystalline penicillin are described under
§ 440.81 of this chapter.

Subpart C-Ophthalmic and Topical
Dosage Forms

§ 540.380 Penicillin ophthalmic and
topical dosage forms.

§ 5 40 .38 0a Penicillin ointnient.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality, and purity. Penicillin oint-
ment, is calcium penicillin, crystal-
line penicillin, procaine penicillin, "or
1-ephenamine penicillin G in a suitable
and harmless ointment base, with or
without a suitable anesthetic. If it is in-
tended solely for topical veterinary use
and not for udder instillation in dairy
animals and is conspicuously so labeled.
it may contain nitrofurazone. f it is in-
tended for ophthalmic use, it contains
crystalline penicillin G and it is sterile.
Its moisture content is not more than
1.0 'Percent. Its potency is not less than
250 units per gram. The calcium penicil-
lin or crystalline penicillin used con-
forms to the requirements of § 440.80a
(a) (1) of this chapter except the limita-
tion on penicillin K content and except
§ 440.80a(a) (1) (1), (ii), (ii), and (iv)
of this chanter, but ite potency is not less
than 300 units per milligram. The crys-
talline penicillin G used in making peni--
cillin ophthalmic ointment conforms
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to the" requirements of § 440.80a(a) (1)
of this chapter except the limitation on
penicillin K content and except § 440.80a
(a) (1) (iv) of this chapter. The procaine
penicillin used conforms to the require-
ments of § 440.74a(a) (1) of this chap-
ter, except paragraphs (a) (1) (i). The
1-ephenamine penicillin G used con-
forms to the requirements of § 440.65a
(a) (1) except paragraph (a) (1) (),
(iii), and (iv) of that section. Each other
substance used, if Its name is recognized
in the U.S.P. or N.F., conforms to the
standards prescribed therefor by such
official compendium.

(2) Packaging. Penicillin ointment.
shall be pacl~aged in collapsibel tubes,
which shall be well-closed containers
as defined by the U.S.P. and shall
not be larger than the o-ounce size
if such ointment Is represented for
ophthalmic use and in no case larger
than the 2-ounce slze. The composition
of the Immediate container shall be such
as will not cause any change in the
strength, quality, or purity of the con-
tents beyond any limit therefor in ap-
plicable standards, except that minor
changes so caused that are normal and
unavoidable in good packaging, stor-
age, and distribution practice shall be
disregarded.

(3) Labeling. (i) In addition to the
labeling requirements prescribed by
§ 201.105 of this chapter, each package
shall bear on Its label or labeling, as
hereinafter indicated, the following:

(a) An expiration date that conforms
to the requirements prescribed by
§ 432.5(a) (3) of this chapter.

(b) On the outside wrapper or con-
tainer. the statement "Store In refrigera-
tor not above 150 C. (590 F.)" or "Store
below 150 C. (590 F.) ", unless the person
who requests certification has submitted
to the Commissioner results of tests and
assays showing that such drug as pre-
pared by him complies with the stand-
ards prescribed by Paragraph (a) (1) of
this section after having been stored at
room temperature: but in no case shall
such statement be required If it Is labeled
with an expiration date that Is 9 months
after the month during which the batch
was certified.

(ii) In lieu of the statement*"Caution:
Federal law restricts this drug to use
by or on the order of a licensed veteri-
narian." each Package shall include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity.

(4) Requests for certification; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(I) Results of tests and assays on:
(a) The penicillin used in making the

batch for potency, moisture, pH, for crys-
tallinity if it is a crystalline salt of peni-
cillin, for heat stability if It Is crystalline
penicillin or I-ephenamine penicillin G.
for the penicillin G content If It s peni-
cillin G, for the specific rotation If It is
I-ephenamine penicillin G. and for toxic-
ity if the ointment Is intended for
ophthalmic use.
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(b) The batch for potency and mois-
ture and for sterility if the ointment is
intended for ophthalmic use.

(ii) Samples required: -
(a) The penicillin used in making the

batch: Five packages, or in the case of
crystalline penicillin, 10 packages, each
containing approximately 60 milligrams
if it is not procaine penicillin, and ap-
proximately 300 milligrams if it is pro-
caine penicillin, packaged in accordance
with the requirements of § 440.74a(a) (2)
or § 440.80a(a) (2) of this chapter.

(b) The batch:
(1) For all tests except sterility: A

minimum of five immediate containers.
(2) For sterility testing: 20 immedi-

ate containers, collected at regular inter-
vals throughout each filling operation.
, (b) Tests and methods of assay-
(1) Potency. Proceed as directed in
§ 440.80a(b) (1) of this chapter, except
paragraph (ix) of that section, and in
lieu of the directions in § 440.80a(b) (1)
(iv) of this chapter, prepare the sample
by one of the following techniques:

(I) Extraction. Place a representa-
tive portion of the sample (usually ap-
proximately 1 gram accurately weighed)
or the entire contents of a single-dose
container in a separatory funnel con-
taining 50 mIniliter of peroxide-free
ether. If the sample consists of sub-
stantially more than I gram, use 100
milliliters of peroxide-free ether. Shake
the sample and ether until homogeneous.
Add 25 milliliters of 1-percent phosphate
buffer, pH 6.0. and shake. If the sample
consists of substantially more than I
gram, use 50 milliliters of buffer. Allow
the layers-to separate. Remove the
buffer layer and repeat the extraction
with new portions of buffer at least three-
times and any additional times necessary
to ensure complete extraction of the
antibiotic. Combine the extractives and
make the proper estimated dilutions with
buffer.

(i) Blending. Place an accurately
weighed representative portion of the
sample (usually approximately 1 gram),
or the entire contents of a single-dose
container, in a blending Jar containing
1.0 milliliter of polysorbate 80 and sufli-
clent 1-percent phosphate buffer, pH 6.0k
t5 give a final volume of 200 milliliters.
If the sample consists of substantially
more than 1 gram. use sufficlent buffer to
give a final volume of 500 mililiters.
Using a high-speed blender, blend the
mixture for 2 minutes and then make the
proper estimated dilutions with buffer.
Its content of penicillin is satisfactory if
It contains notless than 85 percent of the
number of units that It is represented to
contain.

(2) Moisture. Proceed as directed in
§436.500(c) of this chapter, using a
weighed sample of approximately 1 gram
dissolved'in 10 milliliters of a mixture of
equal parts of dry chloroform and car-'
bon tetrachloride, but in lieu of calcu-
lating the milliliters of Karl "Fischer
reagent equivalent to 10 milliliters of
chloroform, determine the milliliters of
reagent equivalent to 10 milliliters of
the mixture of chloroform and carbon
tetrachoride.
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(3) Sterility. If the ointment is in-
tended for ophthalmic use, proceed as
directed In § 436.20 of this chapter, using

" the method described in paragraph (e)
(3) of that section.
(Sees. 409, 507, 512, 59 Stat. 463, as amended,
72 Stat. 1785-1768, as amended, 82 Stat. 343-
351; 21 U.S.C. 348, 357, 360b)

§ 540.380b Proraine pcnicilin-neomy-
ein-polymyxin in oil; procaine peni-
cillin-neomycin-polymyxin ointment.

(a) Requirements for certification-
(1) Standards of identity, strength, qual-
ity, and purity. Procaine penicillin-
neomycin-polymyxin in oil is a suspen-
sion of procaine penicillin neomycin and
polymyxin in refined peonut oil or ses-
ame oil, with or without the addition of
one or more suitable- and harmless dis-
persing and suspending agents. Procaine
peniclln-neomycin-polymyxin ointment
is procaine penicillin, neomycin, and
polymyxin in &. sditable and harmless
ointment base. Each of the drugs may
contain a suitable anesthetic, a suitable
and harmless preservative, a suitable and
harmless salt of cobalt, one or more suit-
able sulfonamides, and cortisone or a
suitable derivative of cortisone. The
moisture content of each drug is not

*more than 1.0 percent. Each drug con-
tains not less than-25,000 units of pro-
caine penicillin, not less than 17.5 milli-
grams of neomycin, and not less than 5,-
000 units of polymyxin per milliliter or
per gram. The procaine penicillin used
conforms to the requirements of § 440.74a
(a)(1) of this chapter, except para-
graph (a) (1)- (ii), (Ili), and (iv) of
that section. The neomycin used con-
forms to the standards prescribed by
§ 444.42a(a) (1) (1), (v), and (vi) of this
chapter. The polymyxin used conforms to
the requirements of § 444.170a(a) (1) of
this chapter, except the standard for
toxicity. Each other substance uged, if its
name is recognized in the U.S.P. or N.F.,
conforms to the standards prescribed
therefor by such official compendium.

(2) Packaging; labeling; request for
certification, samples. Each drug con-
forms to all requirements and proce-
dures prescribed for penicillin ointment
veterinary, by § 540.380a(a) (2) (b) (ex-
cept that procaine penicillin-neomycin-
polymyxin in oil, veterinary, may be
packaged in plastic tubes), (a) (3) and
(4), except that:

(I) In addition to the labeling pre-
scribed for penicillin ointment, vet-
erinary, by § 540.380a(a) (3), if they con-
tain one or more of the active ingredients
specified in paragraph (a) of this sec-
tion, each package shall bear on the
outside wrapper or container and the
Immediate container, after the name
"procaine penicillin - neomycin - poly-
myxin in oil, veterinary" or"procaine
penicillin - neomycin - polymyxin oint-
ment, veterinary", wherever it appears,
the words "with -.... . " the.blank
being filled in with the established name
of each such other Ingredient, in juxta-
position with such name.

(ii) In addition to complying with the
requirements of § 540.380a(a) (4), a per-
son who requests certification of a batch

shall submit with his request a statement
showing the batch mark and (unless they
were previously submitted) the results
and the dates of the latest tests and as-
days of the neomycin (for potency, mois-
ture, and pH) and polymyxin (for po-
tency) used in making the batch; the
number of units of penicillin; the num-
ber of milligrams of neomycin, and the
number of units of polymyxin per milli-
liter or per gram. He shall also submit in
connection with his requests a sample
consisting of five packages each of the
neomycin and polymyxin used in making
the batch, each package containing ap-
proximately equal portions of not less
than 0.5 gram.

(b) Tests and methods of assay-(1)
Potency-(i) Penicillin content. Proceed
as directed in § 540.380a(b) (1). Its
content of penicillin is satisfactory if it
contains not less than 85 Percent of the
number of units per milliliter or per
gram that it is represented to contain.

(ii) Neomycin content. Proceed as
directed in § 448.510d(b) (1) (ii) of this
chapter, except that sufficient penicil-
linase is added to the sample under test
to inactivate the penicillin. Its content
of neomycin is satisfactory If it contains
not less than 85 percent of the number of
milligrams per milliliter or per gram that
it is represented to contain.

(iii) Polymyxin cOntent. Proceed as
directed in § 436.509(a) (4)-of this chap-
ter, except calculate from the quantity
of neomycin found (using the method
prescribed in paragraph(b) (1) (ii) of
this section) the quantity of neomycin
that would be present when the sample
is diluted to contain 10 units of poly-
myxin (labeled potency) per milliliter,
and prepare the polymyxin standard
curve by adding the calculated quantity
of neomycin to each concentration of
polymyxin used for the curve. Use the
standard curve to calculate the poly-
myxin content of the sample. Its con-
tent of polymyxin is satisfactory If it
contains not less than 85 percent of the
number of units per milliliter or gram
that it is represented to contain.

(2) Moisture. Proceed as directed in
§ 540.380a(b) (2).
(Secs. 403, 507, 512, 59 Stat. 463, as amended,
72 Stat. 1785-1788, 82 Stat. 343-351; 21 U.S.C.
348, 357, 360b)

Subparts D-G [Reserved]
Subpart H-Intramammary Dosage Forms
§ 540.814 Benzathine cloxaciflrn for in-

tramanumary infusion.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality, and purity. Benzathine cloxa-
cillin suspension is benzathine cloxacil-
lin in a suitable and harmless oil base. It
may contain one or more suitable and
harmless preservatives, antioxidants,
complexing and suspending agents. Each
dose contains benzathine cloxaclllfh
equivalent to 500 milligrams of cloxacil-
lin. Its potency is satisfactory if it is not
less than 90 percent and not more than
120 percent of the number of milligrams
of cloxacillin that it is represented to
contain. Its moisture content is not more

than 1.0 percent. The benzathine cloxa-
cillin used conforms to the requirements
of § 540.114.

(2) Labeling. It shall be labeled In ac-
cordance with the requirements of
paragraph (c) of this section and § 510.-
55 of this chapter.

(3) Request for certification; samples.
In addition to complying with the re-
quirements of § 514.50 of this chapter,
each such request shall contain:

(I) The results of tests and assays on:
(a) The benzathine cloxacillin used In

making the batch for potency, safety,
moisture, pH, identity, and crystallinity.

(b) The batch for potency and mois-
ture.

(1) -Samples required:
(a) The benzathine cloxacillin used In

making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The batch: A minimum of 5 im-
Inedlate containers.

(b) Tests and methods of assay-(1)
Potency. Proceed as directed for cloxa-
cillin in § 436.105 of this chapter using
the sodium cloxacillin working standard
as the standard of comparison and pre-
paring the sample for assay as follows:
Expel the contents of the syringe Into a
high speed glass blender Jar containing
sufficient methanol to give a final volume
of 500 milliliters. Blend for 3-5 minutes.
Immediately dilute an aliquot of this
stock solution with solution 1 to the ref-
erence concentration of 5.0 micrograms
of cloxacillin per milliliter.

(2) Moisture. Proceed as directed In
§ 436.201 of this chapter.

(c) Conditions of markctlng-(1)
Specifications. The drug contains benza-
thine cloxacillin equivalent to 500 milli-
grams cloxacillin in each dose, and con-
forms to the certification requirements of
paragraph (a) of this section.

(2) Sponsor. (i) See code No. 000015 in
§ 510.600(c) of thi3 chapter for con-
ditions of use as in paragraph () (3) (1)
of this section.

(11) See code No. 000029 in § 510.600
(c) of this chapter, approval for use as
in paragraph (c) (3) (ii) of this section,

(3) Conditions of use. (i) (a) The drug
is used for treatment of mastitis caused
by Staphylococcus aureus and Strep-
tococcus agalactiae Including penicillin
resistant strains In dairy cows during
the dry period.

(b) It is administered aseptically into
each infected quarter immediately after
last milking or early In dry period,

(c) For use in dry cows only.
(d) Not to be used within 30 days of

calving.
(e) Animals infused with this product

must not be slaughtered for food use for
30 days after the latest infusion.

(1) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

(i) (a) The drug is used for treatment
and prophylaxis of bovine mastitis in
nonlactating cows due to Streptococ-
cus agalactiae and Staphylococcus
aureus.
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(b) It is administered in each infected
quarter immediately after last milking.

(c) -For use in dry cows only.
(d) Not to be used within 4 weeks

(28 days) of calving.
(e) Animals infused with this prod-

uct must not be slaughtered for food
use for 4 weeks (28 days) after the lat-Sest .infusion.

(f) Federal law restricts this drug
to use by or on the order of a licensed
veterinarian.
§ 5 4 0.814a Sterile benzathine cloxacil-

lin for intramammary infusion.
(a)- Requirbments for certification-

(1) Standards of identity, strength,
qualit, and zPurity. Sterile benzathine
cloxacillin suspension veterinary is ster-
ie benzathine cloxacillin in a suitable
and harmless oil base. It may contain
one or more suitable and harmless pre-
servatives, antioxidants, complexing and
suspending agents. Each dose contains
benzathine cloxacilin equivalent to 500
milligrams of cloxacillin. Its potency is
satisfactory if it is not less than 90 per-
cent and not more than 120 percent of
the number of milligrams of cloxacillin
that it is represented to contain. It is
sterile. Its moisture content is not more
than 1.0 percent. The benzathine cloxa-
cillin used confornms to the requirements
of § 540.114a.

(2) Labeling. It shall be labeled in
accordance with the requirements of
paragraph (c) of this section and § 510.-
55 of this chapter.

(3) Request for cert ication; samples.
. In addition to complying with the re-
quirements of § 514.50"of this chapter,
each siich request shall contain:

(i) The results of tests and assays on:
(a) The benzathine cloxacillin used

in making the batch for potencv, safety.
moisture, pH, identity, sterility and
crystallinity;

(b) The batch for potency, sterility,
and moisture.

Cii) Samples required:
(a) The benzathine cloxacillin used in

making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(b) The batch
(1) For all tests except sterility: A

minimum of 5 immediate containers.
(2) For sterility testing: 20 -immedi-

ate containers, collected at regular in-
tervals throughout each filling opera-
tion.

(b) Tests and methods of assay-(1)
Potency. Proceed as directed for cloxa-
cillin in § 436.105 of this chapter using
the sodium cloxacillin working standard
as the standar4.of comparison and pre-
Paring the sample for assay as follows:
Expel the contents of the syringe into
a high speed glass blender jar contain-
ing suffcient methanol to give a final
volume of 500 milliliters. Blend for 3-5
minutes. Immediately dilute an aliquot
of the stock solution with solution 1 to
the referefice concentration of 5.0 micro-
grams of cloxacillin per milliliter.

(2) Sterility. Proceed in accordance
with § 436.20 of this chapter using the
method described in paragraph (e) (2).
of that section, except use medium C in
lieu of medium A and medium F in lieu

of medium E. During the period of in-
cubation, shake the tubes at least once
daily.

(3) Moisture. Proceed as directed In
§ 436.201 of this chapter.

(c) Conditions of marketing-(1)
Specifications. The drug is sterile
and contains benzathine cloxacillin
equivalent to 500 milligrams cloxacillin
ineach 6 milliliters of peanut oil vehicle,
and conforms to the certification re-
quirements of paragraph (a) of this sec-
tion.

(2) Sponsor. See No. 000003 in § 510.-
600 (c) of this chapter. -

(3) Condition of use. (I) The drug is
used for treatment of mastitis caused by
Staphylococcus aureus and Streptococcus
agalactiae in dairy cows at the time of
drying-off of the cow.

(ii) It is administered aseptically at
the rate of 6 mIllilters per infected
quarter immediately after last milking
at the time of drying-off of the cow.

C(ii) For use in dry cows only.
(lv) Not to be used within 30 days of

calving.
(v) Milk taken from treated cows prior

to 72 hours (6 milkdngs) after calving
must not be used for human food.

(vi). Animals infused with this product
the time of infusion until 72 hours after
must not be slaughtered for food from
calving.

(vii) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

§ 540.829 Potassium hetacillin for in-
tramamnary infusion.

(a) Requirements for certification-
(1) Standards of identity, strength, qual-
ity and purity. Potassium hetacillin for
intramammary infusion contains potas-
sium hetacillin in a menstruum of re-
fined peanut oil with a# suitable and
harmless dispersing agent. It contains in
each 10 milliliter syringe an amount of
potassium hetacillin equivalent to 62.5
milligrams of ampicillin. Its potency is
satisfactory If it contains not less than
90 percent and not more than 120 per-
cent of the number of milligrams of am-
picillin that it is represented to contain.
It gives a positive Identity test for heta-
cillin. Its moisture content is not more
than 1.0 percent. Its pH is not less than
7.0 and not more than 8.0. The potassium
hetacillin used conforms to the require-
ments of § 440.29 of this chapter.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of
paragraph (c) of this section and § 510.-
55 of this chapter.

(3) Requests for certiftcation: samples.
In addition to comnlying with the re-
quirements of § 514.50 of this chapter
each such request shall contain:

(I) Results of tests and assays on:
(a) The potassium hetacillin used in

making the batch for potency, safety,
moisture, pH, potassium hetacillin con-
tent, identity, and crystallinity.

(b) The batch for potency, moisture,
pH, and Identity.

(i) Samples required:
(a) The potassium hetqc~llln used in

making the batch, 10 packages, each
containing approximately 300 milli-
grams.
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(b) 'lire batch: A minimmn of 8 im-
mediate containers.

(b) Tests and inethod of assay.-(I)
Potency. Proceed as directed for ampicil-
lin In § 436.105 of this chapter using the-
ampicllin working standard as the
standard of comparison and preparing
the sample for assays as follows: Expel
the syringe contents Into a high speed
glass blending Jar containing 1 milli-
liter of polysorbate 80 and sumcient
0.1M potassium phosphate buffer, pH 8.0
(solution 3) to give a stock solution of
convenient concentration. Blend for 3 to
5 minutes. Further dilute an aliquot of
the stock solution with solution, 3 to the
reference concentration of -0.1 micro-
gram of ampldilin per milliliter (esti-
mated).

(2) Moisture. Proceed as directed in
§ 436.201 of this chapter.

(3) pH. Proceed as directed in § 436.-
202 of this chapter, preparing the sample
for assay as follows: Transfer the con-
tents of the well-shaken 10-milliliter
syringe into a large centrifuge tube, add
20.0 millilIters of benzene, shake vigor-
ous3y for 3 minutes and centrifuge at
medium speed for 5 minutes. Carefully
decant the benzene without disturbing
the precipitate. Reconstitute the residue
with 10.0 milliliters of carbon dioxide-
free water.

(4) Hetacllin identity. Proceed as di-
rected in § 436.305 of this chapter pre-
paring the sample solution as follows:
Place 1.0 milliliter of the well-shaken
sample into a 50 milliliter volumetric
flask. Brink to volume with a 4:1 solution
of acetone and 0.N hydrochloric acid.

Cc) Conditions of markethng-()
Specifcations. The drug is in an oil
suspension and conforms to the certi-
fication requirements of paragraph (a)
of this section.

(2) Sponsor. See No. 000015 In § 510.-
600(c) of this chapter.

(3) Conditions of use. (W The drug is
used for the treatment of acute, chronic,
or subclinical bovine mastitis in lactat-
ing cows caused by susceptible strains of
Streptococcus agalactlae, Streptococcus
dysgalactiae, Staphylococcus aureus, and
Escherichia coil .

(i) Infuse 10 milliliters (potassium
hetacillin equivalent to 62.5 milligrams
ampicillin activity) Into each infected
quarter. Repeat at 24-hour intervals
until a maximum of three treatments
has been given. If definite improvement
is not noted within 48 hours after treat-
ment, the causal organism should be
further Investigated.

(ii) Milk that has been taken from
animals during treatment and for 72
hours (6 milkings) after the latest treat-
ment must not be used for food. Treated
animals must not be slaughtered for food
until 10 days after the latest treatment.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 540.874 Procaine penicillin G intra-

mammary dosage forms.
§ 540.874a Procaine penicillin G in oil.

(a) Requirements for certificatson.
The requirements for certification for
procaine penicillin G In oil are described
under § 540.274c.
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(b) Tests and methods of assay. The
tests and methods of assay for procaine
penicillin G in oil are dtescribed under
§ 540.274c.

(c) Conditions of marketing-(1)
Specifications. Each 10 milliliters of the
drug contains 100,000 units of procaine
penicillin G. The drug complies with the
requirements of § 540.274c(a).

(2) Sponsor. See No. 010515 in § 510.-
600(c) of this chapter.

(3) Conditions of use. (i) It is used
for the treatment of bovine mastitis in
lactating cattle (or cows) only.

(it) Ten milliliters of the drug is ad-
ministered by intramammary infusion in
each infected quarter. Treatment may
be -epeated at 12-hour intervals up to a
total of 3 doses, as indicated by the clin-
ical response.

(iII) Mdilk that has been taken from
animals during treatment and for 60
hours (5 milkings) after the latest treat-
ment must not be used for food.

(iv) Animals should not be slaughtered
for food during treatment or within 3
days after the last treatment.
§ 540.874b Procaine penicillin G-sodium

novobiocin in oil.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality ,and purity. Procaine penicillin"
G-sodium novobiocin in oil is a sus-
pension of procaine penicillin G and
sodium novobiocin in refined peanut oil,
with or without one or more suitable and
harmless dispersants, susnending agents
and preservatives and with or without
the addition of a gelling agent. It con-
tains in each milliliter 10,000 units of
procaine penicillin G and 10 mg of novo-
biocin. Its procaine penicillin G content
is satisfactory if it contains not less than
90 percent and not more than 125 per-
cent of the number of units of penicillin
G it is represented to contain. Its novo-
biocin content Is satisfactory if it is not
less than 90 percent and not more than
125 percent of the number of milligrams
of novobiocin it is represented to contain.
The drug is intended for use by udder in-
stillation and each single dose as recom-
mended in its labeling contains not more
than 100,000 units of penicillin G. Its
moisture content is not more than 1
percent. The procaine penicillin G used
conforms to the requirement of § 440.-
74a(a) (1) of this chapter, except para-°
graph (a) (1) (it), (iii), and (iv) of that
section. The sodium novobiocin uqed
conforms to the requirements of § 455.51
of this chapter, except paragraph
'a) (1) (it).

(2) Labeling. It shall be labeled in
accordance with the requirements of
§ 510.55 of this chapter.

(3) Requests for certification; sam-
ples. In addition to corhlivh, with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(I) The results of tests and asqa,s on:
(a) The procaine penicillin G uzed in

making the batch for potency, moisture,
pH, crvstalliity, and procaine penicillin
G content.

(b) The sodium novobiocin used in
making the batch for potency, loss on

drying, pH, residue on ignition, specific
rotation, identity, and crystallinity.

(c) The batch for potency and mois-
ture.

(it) Samples required:
(a) The procaine penicillin used in

making the batch; 10 packages, each
containing not less than 300 milligrams.

(b) The sodium novobiocin used in
making the batch, 6 packages, each con-
taining approximately 600 ml.

(c) The batch: A minimum of 8 im-
mediate containers.

(b) Tests and methods of assay-
(1) Potency-(i) Penicillin content. Pro-
ceed as directed in § 436.105 using
the novobiocin-resistant strain of Staph-
ylococcus, aureus (ATCC 12692),' prepar-
ing the sample for assay as follows: Place
the equivalent of one dose of the sample
into a high-speed glass blender jar with
1 milliliter of polysorbate 80 and suffi-
cient 1 percent potassium phosphate
buffer, pH 6.0 (solution 1) to give a stock
solution of convenient concentration.
Blend 3 to 5 minutes. Further dilute an
aliquot of the stock solution with solution
1 to the reference concentration of 1
unit of penicillin per milliliter
(estimated).

(ii) Novobiocin content. Proceed as
directed in §436.105, preparing the
sample for assay as follows: Place the
equivalent of one dose of the sample into
a high-speed glass blender jar with 1
ml of polysorbate 80 and sufficient 0.1M
potassium phosphate buffer, pH 8.0
(soliation 3) to give a stock solution of
convenient concentration. Blend 3 to 5
minutes. To an aliquot of the stock solu-
tion, add 0.5 ml of penicillinase solution.
Further dilute the aliquot of stock solu-
tion with 10 percent potassium phos-
phate buffer, pH 6.0 (solution 6) to the
reference concentration of 0.5 micro-
gram of, novobiocin per milliliter (esti-
mated). Allow to stand for one-half hour
at 37 ° C. before filling the cylinders on
the plates. -

(2) Moisture. Proceed as directed in
§ 436.201 of this chapter.
§544.874c Procaine penicillin C-neo-

mycin in oil.
(a) Requirements for certiftcation.

Procaine penicillin G-neomycin in oil
conforms to all requirements and is sub-
ject to all procedures prescribed by
§ 440.274 forprocaine penicillin G in oil,
except that:

(1) It contains neomycin sulfate. The
neomvcin used conforms to the stand-
ards prescribed, by § 444.42a(a) (1) (1),
(v) and (vi) of this chdpter.

(2) It may contain cortisone or a suit-
able derivative of cortisone and/or one
suitable sulfenamide.

(3) In addition to the labeling re-
quirements prescribed by § 440.274a(a)
(3) of this chanter, each Package shall
bear on the outside wranper or container
9nd the immediate container Othe state-
ment "Wor udder instillation of cattle
onlv." If it contains cortisone or a deriva-
tive of cortisone and/or a sulfonamide,

%Avallable from: American Type Culture
Collection, 12301 Parklawn Drive, Rockville,
MID 20852.

each package shall bear on its label and
labeling, after the name "procaine peni-
cillin G-neomycin in oil," wherever it
appears, the word,; "with ----- ," the
blank being filled in with the established
names of such other ingredients, in
juxtaposition with such name,

(4) In addition to complying with
the requirements of § 440.274a(a) (4) of
this chapter, a person who requests cer-
tification of a batch shall subimit with
his request a statement showing the
batch mark and (unless it was previously
submitted) the results and the date of
the latest tests and assays of the neo-
mycin used in making the batch for
potency, moisture, and pH; and the
number of units of procaine penicillin 0
and the number of milligrams of neo-
mycin in each gram or milliliter of the
batch. He shall also submit in connection
with his request a sample consisting of
not less. than 5 immediate containers of
the batch and (unless it was previously
submitted) a sample consisting of 5 pack-
ages containing approximately equal por-
tions of not less than 0.5 gram each of
the neomycin used In making the batch,

(b) Tests and methods of assay-(1)
Potency-(t) Total i'enicillin content;
crystalline penicillin content; procaine
penicillin content. Proceed as directed in
§ 536.501(a) (1), (2), and (3) of this
chapter.

(it) Neomycin content. Prepare the
sample as directed in § 540.380a(b) (1),
except use 0.10 M Phosphate buffer, pH
8.0, and add sufficient penicillinase to in-
activate the penicillin present. Proceed
as directed in § 436.517(b) (1) of this
chapter. Its content of neomycin is satis-
factory if it contains not less than 85 per-
cent of the number of milligrams that It
is represented to contain.

(2) Moisture. Proceed as directed in
§ 540.380a(b) (2).
(Sees. 409, 507, 512, 561 Stat. 463, as amonded,
72 Stat. 1785-1788, as amended, 82 Stat. 343-
351; 21 U.S.C. 348, 357, 360b)
§ 540.874d Procaine penlclillit and

streptomycin in oil; procaine peni.
cillin and dihydrostreptomycia in oil.

(a) Requirements for certification,
The requirements for certification for
procaine penicillin and streptomycin in
oil; procaine penicillin and dihydrostrep-
tomycin in oil are described under
§ 540.274e.

(b) Tests and mcthods of assay. The
tests and methods of assay for procaine
penicillin and streptomycin in oil; pro-
caine penicillin and dihydrostreptomycln
in oil are described tinder § 540.274e.
§ 540.874e Procaine penicillin and di.

hydrostreptomycin hi oil,
(a) Requirements for certification,

The requirements for certification for
procaine" penicillin and dihydrostrepto-
mycin in oil are described under
§ 540.274e.

(b) Tests and methods of assay. The
tests and methods of assay for procaine
penicillin and dihydrostreptomycin in oil
are described under ; 540.274e.

(c) Conditions of morketlng-(1)
Svecifications. Each 10 milliliter dispos-
able syringe contains 1,000,000 units of
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procaine penicillin G and 1 gram of di-
hydrostreptomycin base, as dihydrostrep-
tomycin sulfate in a peanut oil base with
aluminum monostearate and hydrogen-
ated peanut oil as gelling and hardening
agents. The product meets the specifica-
tions of § 540.274e of this chapter.

(2) Sponsor. See No. 011538 in § 510.
600(c) of tbis chapter.

(3) Conditions of use. (i) For intra-
mammary use to reduce the frequency of
existing infection and to prevent new in-
fections with Staphylococcus aureus in
dry cows.

(ii) The drug is administered at the
last milking piior to drying off. The drug
is infused, 1 syringe into each quarter.

(iii) Not to be used within 6 weeks of
freshening. Not for use in lactating cows.
Milk taken from animals within 96 hours
(8 milkings) after calving must not be
used for feed. Animals infused with this
drug must not be slaughtered for food
within 60 days from the time of infusion
nor within 96 hours after calving. I

(iv) Federal law restricts this drug to
use by or on the order of a.licensed
veterinarian.
§ 540.874f Procaine peniillin G-novo-

biocin for intramammary infusion.
(a) Requirements for certification-

(1) Standards of identity, strength, qual-
ity, and purity. Procaine penicillin G-
novobiocin for intramammary Infusion
is a suspension of procaine penicillin G
and sodium novobiocin in refined vege-
table oil with a suitable and harmless
suspending agent and preservative. It
contains in each .10-millillter dose 100,-
000 units-of procaine penicillin G and 150
milligrams of sodium novobiocin. Its po-
tency is satisfactory if it is not less than
90 percent and not more than 125 per-
cent of the number of units of penicillin
or milligrams of novobiocin that it is
represented to contain. Its moisture con-
tent is not more than 1.0 percent. The
procaine penicillin G used conforms to
the requirements of § 440.74a of this

- chapter, except sterility and pyrogens,
and the novobiocin used conforms to the
requirements of § 455.51 of this chapter.

(2) Labeling. It shall be labeled in ac-
cordance with the requirements of para--
graph (c) of this section and § 510.55 of
this chapter.

(3) Requests jor 'certification; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The procaine penicillin G used in

making the batch for potency percent G
content, safety, moisture, pH, and crys-
tallinity.,(b) The sodium novobiocin used in
making the batch for potency, safety, loss
on drying, pH, specific rotation, identity,
and crystallinity.

(c) The batch for potency and mois-
ture.

(ii) Samples required:
(a) The procaine penicillin G used in

making the batch: 10 packages, each con-
taining approximately 300 milligrams.

(b) The sodium novoblocin used in
making the batch: 10 packages, each
containing approximately 300 milli-
grams.

(c) -The batch: A minimum of 5 im-
mediate containers:

(b) Tests and methods of assay-l)
Potency. Proceed as directed In § 436.105
of this chapter using test organism 0 in
lieu of A to assay for penicillin content,
preparing the samples for assay as fol-
lows:

i) Penicillin content. Expel the sy-
ringe contents into a high speed glass
blender Jar containing 1 mil'lilter of
polysorbate 80 and sufficent 1 percent
potassium phosphate buffer, pH 6.0 (so-
lution 1) to give a final volume of .500
milliliters. Blend for 3 to 5 minutes. Fur-
ther dilute an aliquot of this stock solu-
tion with solution 1 to the reference con-
centration of 1 unit of penicillin per mil-
liliter (estimated).

(il) Novobiocin content. Expel the sy-
ringe contends into a high speed glass
blender Jar containing 1 mi1llliter of
polysorbate 80 and sufficient 0.1M potas-
sium phosphate buffer, pH 8.0 (solution
3) to give a final volume of 500 milli-
liters. Blend for 3 to 5 minutes. To an
aliquot of this stock solution, add suffl-
cient penicillinase to inactivate the penl-
cillin; further dilute with 10 percent
potassium phosphate buffer, pH 6.0
(solution 6) to the reference concentra-
tion of 0.5 microgram of novoblocin per
milliliter (estimated). Allow to stand for
% hour at 37* C before filling the cylin-
ders on the plates.

(2) Molsture. Proceed as directed in
§ 436.201 of this chapter.

(c) Conditions of marketing-l)
Specifications, The drug contains a sus-
pension of procaine penicillin G, 100,000
units, and novoblocin sodium, equivalent
to 150 milligrams of novobiocin, in 10
milliliters of peanutoll vehicle, and con-
forms to the certification requirements
of paragraph (a) of this section.

(2) Sponsor. See No. 000009 in § 510.-
600 (c) of this chapter.

(3) Conditions of use. (1) Use for the
treatment of mastitis In lactating cows
caused by susceptible strains of Staphyl-
ococcus aureus and Streptococcus agal-
actiae.

l) Infuse 10 milllters In each in-
fected quarter after milking. Repeat once
after 24 hours.

(Cii) For udder instillation in lactating
cattle only.

(iv) Do not milk for at least 6 hours
after treatment; thereafter, milk at reg-
ular intervals.

(v) Milk taken. from treated animals
within 72 hours (6 mllkings) after the
latest treatment must not be used for
food.

(vi) Treated animals must not be
slaughtered for food for 1 days follow-
ing the latest treatment.

(vii) If redness, swelling, or abnormal
milk persists, discontinue use and con-

-sult'a veterinarian.
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§ 540.881 Crystalline penicillin-strep-
tomyein-polymy n-oxtetucydclne-
carbomycin powder; crystalline peni-
cillin-dihydrostrept omycin -polymyx-
in-oxytetracycline-carbomycin pow-
der.

(a) Requirements for certification-
(1) Standards of identity, strength,
quality, and purity. Crystalline penicil-
lln-streptomycin-polymyxin-oxytetracy-
cline-carb~rmycln powder and crystalline
penicillin - dihydrostreptomycin - poly-
myxin - oxytetracycline - carbomycin
powder are a mixture of crystalline
penicillin, streptomycin or diydro-
streptomycin, polymyxin, crystalline
oxytetracyclne or crystalline oxytetra-
cycline hydrochloride or a combination
of these drugs, and crystalline carbo-
mycin, with one or more suitable and
harmless diluents. Each immediate
container of powder contains not more
than 100,000 units of penicillin, not less
than 200 milligrams of streptomycin or
dthydrostreptomycin, not less than
150,000 units of polymyxin, not less than
425 mllligrams of oxytetracycline or oxy-
tetracycline hydrochloride or a combina-
tion of these drugs, and not less than 100
milligrams of carbomycin. Its moisture
content Is not more than 6.0 percent.
The crystalline penicillin used conforms
to the standards prescribed therefor by
§ 440.80a(a) of this chapter, except
paragraphs (a) (1) (H). (I), (iv), and
(v) of that section. The streptomycin
used conforms to the standards pre-
scribed therefor by § 444.70a(a) (1), ex-
cept paragraph (a) (1) (iiD, (Mi), (iv),
and (v) of that section. The dihydro-
streptomycin used conforms to the
standards prescribed therefor by. § 44.-
10la(a) of this chapter, except the
standards for sterility, toxicity, pyrogens,
and histamine. The polymyxin B used
conforms to the standards prescribed
therefor by § 444.170a(a) of this chapter,
except the standard for toxicity. The
oxytetracycline used is produced by the
growth of Streptomyces Rimosus. The
crystalline oxytetracycline base has a
potency of not less than 900 micro-
grams ppr milliliter on the anhydrous
basis, has a moisture content of not more
than 7.5 percent, and a pH of from 5.5
to 7.5. The crystalline oxytetracycline
hydrochloride has a potency of not less
than 835 micrograms per milligram, a
moisture content of not more than 1.5
percent, and a PH of from 2.3 to 2.9. The
crystalline carbomycin used is produced
by the growth of Streptomyces halstedfl,
has a potency of not less than 750 jug.
per milligram, and has a moisture con-
tent of not more than 5.0 percent and a
pH of from 5.0 to 8.0. Each other in-
gredient used, if its name is recognized in
the U.S.P. or NY., conforms to the
standards prescribed therefor by such
official compendium.

(2) Packaging. In all cases-the im-
mediate containers shall be tight con-
taners as defined by the U.S.P. The
composition of the Immediate contain-
ers shall be such as will not cause any
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change in the strength, quality, or purity
of the contents beyond any limit there-
for In applicable standards, except that
minor changes so caused that are nor-
mal and unavoidable in good packag-
ing, storage, and distribution practice
shall be disregarded.

(3) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(I) On the outside wrapper or con-
tainer and the immediate container:

(a) The batch mark.
(b) The number of units of penicil-

lUn; the number of milligrams of strepto-
mycin or dihydrostreptomycin; the num-
ber of units of polymyxin; the number of
milligrams of oxytetracycline, oxytetra-
cydllne hydrochloride, or the number of
milligrams of each such drug where a
combination ot these two drugs is used;
and the number of milligrams of carbo-
mycin, in each gram of the batch.

(c) The statement "For udder in-
stillation of cattle only."

(d) The statement "Expiration date
", the blanks being filled in

with the date that is 24 months after
the month during which the batch was
certified: Provided, however, That sucb
expiration date may be omitted from
the Immediate container if it contains a
single dose and it is packaged in an indi-
vidual wrapper or container.

(e) On the circular or other labeling
within or attached to the package, ade-
quate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to administer It will be sent to such
veterinarian on request.

(4) Request for certification; samples.
(I) In addition to complying with the
requirements of § 514.50 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unlessthey
were previously submitted) the dates of
the latest tests and assays of the penicil-
lin, streptomycin or dihydrostreptomy-,
cin, polymyxin, oxytetracycline, oxytet-
racycline hydrochloride, and carbomycin
used in making the batch.

(ii) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request resiljts of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(a) The batch: Potency and moisture.
(b) The penicillin used in making the

batch: Potency, moisture, pH, crystal-
linity, and heat stability.

(c) The streptomycin or dihydro-
streptomycin used in making the batch:
Potency, moisture, pH, streptomycin
content if it is dihydrostreptomycin, and
crystallinity if it is crystalline dihydrd-
streptomycin sulfate.

(d) The polymyxin used in making
the batch: Potency.

(e) The oxytetracycline and oxytetra-
cycline hydrochloride used in making the
batch: Potency, moisture, pH, and
crystallinity.

(f) The carbomycin used in making
the batch: Potency, moisture, pH, and
crystallinity.

(iII) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately represent-
ative samples of the following:

(a) The batch: 1 package for each
5,000 packages in the batch, but In no
case less than 6 packages.

(b) The penicillin used in making the
batch: 10 packaging each containing
equal portions of not less than 60 milli-
grams.

(e) The streptomycin or dihydro-
streptomycin used In making the batch:
6 packaies each containing approxi-
mately equal pdrtions of not less than 0.5
gram.

(d) The polymyxin used in making
the batch: 5 packages each containing
approximately equal portions of not less
than 0.5 gram.

(e) The oxytetracycline used in mak-
ing the batch: 5 packages of each salt
used, each containing approximately
equal portions of not less than 0.5 gram.

() The carbomycin used in making
the batch: 5 packages each containing
approximately equal portions of not less
than 0.5 gram.

(g) In case of an initial request for
certification, each other ingredient used
in making the batch: 1 package of each
containing approximately 5 grams.
-(iv) No result referred to in paragraph
(a) (4) (ii) (b), (c), (d), (e), and (f) of
this section, and no samples referred to in
paragraph (a) (4) (i) (b), (c), (d), (e),
and (f) of this section, is required if such
result or samples have been previously
submitted.

. (b) Tests and methods of assay-
(1) Potenc-(i) Penicillin content.
Wash the contents of one immediate
container of the sample into a 100-
milliliter volumetric flask with approxi-
mately 70 milliliters of absolute
methanol. Shake the mixture for 1
minute, dilute to 100 milliliters with abso-
lute methanol, and mix thoroughly.
Centrifuge a portion of this mixture to
obtain a clear methanol solution. Dilute
an aliquot of the clear solution with suf-
ficient 1.0-percent phosphate buffer, pH
6.0. to obtain a concentration of 1.0 unit
per milliliter (estimated) and proceed as
directed in § 440.80a(b) (1) of this chap-
ter. Its content of penicillin is satis-
factory if it contains- not less than 85
nercent of the number of units that it
is represented to contain.

(i) Oxytetracycline content. To an
allauot of the clear methanol solution
nrepared as directed in paragraph (a)
(1) (1) of this section, add sufficient
nenicillinase to completely inactivate
the penicillin and then dilute with suf-
ficIent 0.1 11 monopotassium phosphate
buffer, pH 4.5, to obtain a concentration
of 0.25 microgram per milliliter (esti-

mated) and proce3d as directed In
§ 446.81a(b)(1) of this chapter, except
use the oxytetracycline working stand-
ard (obtained from the U.S.P. Refer-
ence Standards Committee, 46 Park
Avenue, New York 16, N.Y.) as the
standard of comparison. Its content of
oxytetracycline Is satisfactory If It con-
tains not less than 85 percent of the
number of milligrams that It is repre-
sented to contain.

(iii) Carbomycin content. To an ali-
quot of the clear methanol solution
prepared as directed in paragraph (a)
(1) (i) of this section, add sufficient
penicillinase to completely inactivate the
penicillin and then dilute with sufilcient
0.1 M p6tassium phosphate buffer, PH
8.0, to obtain a concentration of 1.0
microgram per milliliter (estimated)
and proceed as directed in paragraph
(a) (4) (i) of this section. Its content of
carbomycin is satisfactory if it contains
not less than 35 percent of the number
of milligrams that it Is represented to
contain.

(1v) Streptomycin content. Using 10
milliliters of a freshly prepared 2-percent
solution of anhydrous trlchloroacetic
acid In acetone, wash the contents of an
immediate container of the sample Into
an extraction funnel prepared by fusing
a ground-glass joint to the top of a
medium porosity sntered-glass funnel
(30 millimeters diameter). Shake the
mixture for 1 minute and draw off the
liquid under vacuum. Repeat the -ex-
traction with four 10-milliliter portions
of a 2-percent solution of trichloroacetto
acid In acetone and discard the filtrates
Wash the residue in the funnel with five
10-milliliter portions of 0.1 M potassium
phosphate buffer (pH 8.0), withdrawing
the washings with vacuum. Collect and
combine the washings and dilute them
to 50 milliliters with 0.1 M potassium
phosphate buffer, pH 8.0. Proceed as
directed In § 447.70a(b) (1) (1) through
(ix) of this chapter. Its content of strop-
tomycin Is satisfactory if it contains not
less than 85 percent of the number of
milligrams that it Is represented to
contain.

(v) Dihydrostrcptomycln co ntent.
Using the dihydrostreptomycin woring
standard as the standard of comparison,
proceed as directed in paragraph (b) (1)
(iv) of this section. Its content of dl-
hydrostreptomycin i,-, satisfactory If it
contains not less than 85 percent of the
number of milligrams that It is repre-
sented to contain.

(vi) Polymyxin content. Dilute an ali-
quot of the buffer washings prepared as
directed In paragraph (b) (1) (U) of thig
paragraph with sufficient 10-percent po-
tassium phosphate buffer, pH 6.0, to
obtain a concditration of 10 units per
milliliter (estimated). Proceed as di-
rected in §444.170p.(b)(2)'(i) of this
chapter. Its content of polymyxin is
satisfactory If It contains not less than
85 percent of the number of units that it
Is represented to contain.

(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) (i) of this chapter.

(3) Oxytetracycline used in making
the powder-( Potency. Dilute the
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sample to be tested with sufficient 0..
.N HCl' to give -an appropriate stocz solu-
tion. Further dilute with sufficient 0.1
M monopotassium phosphate buffer, pE
4.5, to obtain a concentration of 0.24
microgram per milliliter, and proceed
as directed in § 446.10a(b) (1) (viii) o1
this chapter, using the oxytetracyclinE
working standard as the standard oJ
comparison, except:

(a) Prepare the standard stock solu,
tion by dissolving an appropriate amount
of the working standard in sufficient 0.1
N HC1 :to give a concentration of 1,00
micrograms per milliliter. This solution
may be kept -in the refrigerator for I
week. Do not freeze.

(b) To prepare solutions for the
standard curve, make further dilution
of the stock solution with 0.1 M mono-
potassium phosphate buffer, pH 4.5, to
obtain concentrations of 0.148, 0.188,
0.240, 0.308, and OAOO microgram per
milliliter.

(ii) Moisture. Proceed as directed in
§ A40.80afb) (5) (i) of this chapter.

(iR) Toxicity. Proceed as directed in
§ 440.80a(b) (4), usingoas a test dose 0.5
milliliter of an aqueous solution contain-
ing 2.0 milligrams per milliliter, prepaied
bY dissolving 40 milligrams (as the anhy-
drous compound) in 2.0 mililiters of 0.1
N HC1 (if it is the base) and diluting
with the required amount of water.

(iv) pH. Proceed as directed in
§ 440.80a(b) (5) (ii) of this chapter, using
an aqueous solution containing 10 milli-
grams per milliliter.

(v) Crystallinity. Proceed as directed
in § 440.80a(b) (5) (ii) of this chapter.

(4) Carbomycin used in making the
powder-L-(i) Pbtency-(a) Plate assay-
(1) Cylinders (cups). Use cylinders de-
scribed under § 440.80a(b) (1) (1) of this
chapter.

(2) Culture media. Prepare the cul-
ture media for the base and seed layers
and for carrying-lthe test organism as
directed in § 440.80a(b t1) (ii) (a) of this
chapter, except for the base and seed
layers adjust the media to pH 8.0 after
sterilization. Make ;the nutrient broth
for preparing an inoculum of the test
organism as directed in § 440.80a(b) (1)
(ii) (c) of this chapter.

(3) Working standard.- Keep the
working -standard at refrigeration in
tightly stoppered vials, which in turn are
kept in larger stoppered vials containing
a suitable desiccant. Dry approximately

- 50 milligrams of the standard as de-
scribed in § 440.80a(b) (5) (i) of this
chapter. Dissolve the weight of dry
working standard in sufficient methyl
alcohol +,o give a concentration of 10,000
micrograms per milliliter. Further dilute
with sterile distilled water to give a stock
solution of 100 micrograms per milli-
liter. This stock solution may be kept
under refrigeration for 1 week. Make
daily dilutions to a concentration of 1
microgram per milliliter using 0.1 M
potassium phosphate buffer, pH 8.0.

(4) Preparation of .sample. Prepare
the sample to be tested by dissolving in a
small amount of methyl alcohol and then
further dilute in 0.1 M phosphate buffer,

1 pH 8.0, to make an appropriate stock
solution.

(5) Preparation of suspension. Pro-
ceed as directed in § 455.106(b) (1) (v) of
this chapter, except add 0.2 milliliter of
the adjusted bulk suspension to 100 mil-
liliters of agar that has been melted and
cooled to 480 C.

(6) Preparation of Plates. Proceed as
directed in § 455.106(b) (1) (vi) of this
chapter.

(7) Assay. Place six cylinders on the
inoculated agar surface so that they are
at approximately 600 intervals on a 2.8-
centimeter radius. Use three plates for
each sample. Fill three cylinders on
each plate with the 1.U microgram per
milliliter standard and three cylinders
with the sample diluted to 1.0 microgram
per milliliter (estimated) in 0.1 M potas-
sium phosphate buffer, pH 8.0, lalter-
nating standard and sample. At the
same time, prepare a standard curve,
using concentrations of the standard of
0.64, 0.80, 1.0, 1.25, and 1.56 micrograms
per mrliliter. Ude three plates for the
determination of each concentration on
the curve except the 1.0 microgram per
milliliter concentration, a total of 12
plates. The 1.0 microgram per milliliter
concentration is the reference point of
the curve. On each of three plates fill
three cylinders with the 1.0 microgram
per milliliter standard and the other
three cylinders with the concentration of
the standard under test. Thus there will
be 36 of the 1.0 microgram determina-
tions and nine determinations for each of
the other points on the curve. Incubate
the plates for 16 to 18 hours at 320 C. to
350 C. and measure the diameters of the
circles of inhibition. Average the read-
ings of the 1.0 microgram per milliliter
concentrations and the readings of the
concentration tested for each set of
three plates and average also all 36 read-
ings of the 1.0 microgram per milliliter
concentration. The average of the 36
readings of the 1.0 microgram per mill-
liter concentration is the correction point
for the curve. Correct the average value
obtained for each concentration to the
figure it would be If the average 1.0 mi-
crogram per milliliter reading for that set
of three plates were the same as the cor-
rection point: Thus. If in correction of
the 0.8 microgram concentration the
average of the 36,readings of the 1.0 mi-
crogram concentration is 20.0 millimeters
and the average of the 1.0 microgram
co eentmtion of this set of three plates
is 19.8 millimeters, the correction is +0.2
millimeter.

If the average reading of the 0.8 micro-
gram concentration of these same three
plates-is 19.0 millimeters, the corTected
value is 19.2 millimeters. Plot these cor-
rected values, including the average of
the 1.0 microgram per milliliter copcen-
tratcn., on two-cycle semllogarithmic
paper using the concentration in micro-
grams per milliliter as the ordinate (the
logarithmic scale) and the diameter of
the zone of Inhibition as the abscissa.
Drw the standard curve through these
points. To estimate the potency of the
sample, average the zone readings of the .
standard and the zone readings of the

sample on the three plates used. If the
sample gives a larger zone size than the
average of the standard, add the differ-
ence between them to the 1.0 microgram
per milliliter unit zone on the standard
curve. If the average value Is lower
than the standard value. subtract the

"difference between them from the 1.0
microgram per mIiliter unit value on
the curve. From the curves read the
potencies corresp6nding to these cor--
rected values of zone sizes.

(ii) Moisture. Proceed as directed in
§ 440.80a(b) (5) (1) of this chapter.

(i1) Toxicity. Proceed as directed in
§ 440.80a(b) (4) of this chapter, using as
a test dose 0.5 milliliter of a solution
containing 2 milligrams per milliliter.

(lv) p -. Using an aqueous solution
containing 10 milligrams per milliliter,
proceed as directed in § 440.80a(b) (5)
(I) of this chapter.
(v) Crystallinity. Proceed as directed

in § 440.80a(b) (5) (ii) of this chapter.

PART 544-OLIGOSACCARIDE CERTIFI-
ABLE ANTIBIOTIC DRUGS FOR ANIMAL
USE

Sec.
Subpart A-Oral Dosage Forms

544-110 DlhydroStreptomycln boluses.
544.170 Streptomycin oral dosage forms.
5441703 Streptomycin-polymyxln - bacitra-

cin tablets.
544.170b Streptomycl hydrocblorlde/strep-

tomycin sulfate oral solution.
54.173. Streptomycin/dlhydrostreptomycin

oral dosage forms.
544.173a Streptomycin/dihydrotreptomycln

tablets.
544173b Streptoomycin/dhydrofreptomyclj

syrup; streptomycin/dhydro-
streptomycin In gel (streptomy-
cin/dlhydrostreptomycin oral
suspension); potency.

544.173c Streptomycin / dlhydrcstreptomy-
CIn sodium sulathlazole soi-
tow.

544173d Strepfomycln/dlhydrostreptomycin
sulfate oral powder; streptomy-
cin sulfate/dihydrostreptomycin
sulfate oral granules; dihydro-
chloride oral powder/oral gran-
ules.

544.173e Streptomycl / dihydrostreptomy-
ci-kaoln-pectin-aluminum by-
droxide gel, powder.

Subpart B-IlmplantUon or Injectable Dosage
Forms °

544.211 Dihydrostreptomycln /streptomycln
implantation or Injectable dcsage
forms.

544.211a Dlhydrostreptomycn/ streptomycin
sulfates aqueous solution.

544.211b Dlhydrostreptomycln/ streptomycin
sulfates.

544.274 Streptomycln sulfate/dhydrcstrep-
tomycin sulfate/crystalline dray-
drOstreptomycin sulfate Inject;-
able.

Subpart C-Ophthalmlc and Topical Dosage
Forms

44.370 Streptomycln ophthalmic and top-
i lcal dosage forms.

44.3703. Streptomycln 'for topical use.
544.370b Streptomycln-erythromycin olnt-

ment. ".
;44.373 Streptomycin / dihydrostreptomycln

ophthalmic and topical dosage
forma.

44.373a Streptomycin/ dibydrostreptomycin
ointment.
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sec. tests and methods of assay for strepto-
544.373b Streptomycin / dihydrostreptomy- mycin-polymyxin-bacitracin tablets are

cin-polymyxin-neomycin oint- described under § 444.170a of this
ment. chapter.

Subpart D--Otic Dosage Forms § 544.170b Streptomycin hydrochloride/

514.473 Streptomycin/dihydrostreptcmycin strepomycin sulfate oral solution.
otic with antifungal agent.

(a) Requirements for -certification-
Subparts E-[Reserved] (1) Standards of identity, strength,

Subpart I-Certain Other Dosage Forms quality, and purity. Streptomycin hydro-
544.973b Streptomycin / dihydrostreptomycin chloride solution oral and streptomycin

solution for inhalation'therapy. sulfate solution oral are aqueous solu-
AUTHORITY: Sees. 507, 512, 59 Stat. 463 as tions of streptomycin hydrochloride or

amended, 82 Stat. 343-351 (21 U.S.C. 357, streptomycin sulfate, with one or more
360b). suitable and harmless preservatives and

Subpart A-Oral Dosage Forms with or without one or more essential
vitamin and mineral substances for

§ 544.110 Dihydrostreptomycin boluses- nutritive purposes. The drug may also

(a) Requirements for tertiflcation. contain one or more suitable~and harm-
The requirements for certification for less buffer substances and stabilizing
dihydrostreptomycin boluses are de- agents. Its potency is not less than 250
scribed under § 544.173a(a). milligrams per milliliter. Its pH is not

(b) Tests and methods of assay. The less than 4 and not more than 7. It is
tests and methods of assay for dihydro- nontoxic. Each preservative, buffer sub-
streptomycin boluses are described in stance, and stabilizing agent used, if its
§ 544.173a(b). name is recognized in the U.S.P. or N.F.,

(c) Conditions of marketing-C() conforms to the standards prescribed
Specifications. (i) The drug is in bolus therefor by such official compendium.
form and conforms to the requirements (2) Packaging. In all cases the im-
of § 544.173a(a). mediate container-shall be a tight con-

(ii) Each bolus contains dihydrostrep- tainer as defined by the U.S.P. The
tomycin sulfate equivalent to 500 milli- composition of the immediate container
grams of dihydrostreptomycin, shall be such as will not cause any

(2) Sponsor. See No. 000010 in § 510.- change in the strength, quality, or purity
600(c) of this chapter. of the contents beyond any limit there-

(3) Related tolerances. See § 556.200 for in applicable standards, except that
of this chapter. minor chgnges so caused that are normal

(4) Conditions of use. (i) It is admin- and unavoidable in good packaging, stor-
istered orally to calves as an aid in the age, and distribution practice shall be
treatment and control of bacterial scours disregarded.
(colibacillosis) of calves caused by E. (3) Labeling. Each package shall
coli organisms sensitive to dihydrostrep- bear on the outside wrapper or container
tomycin. and the immediate container:

(ii) It is administered at a dosage level (i) The batch mark.
of 5 milligrams of dihydrostreptomycin (ii) The number of milligrams of
for each pound of body weight every 12 streptomycin in each milliliter of the im-
hours .until the animal returns to nor- mediate container.
mal. Treatment should continue 24 to 48 (iii) The statement "Exulration date
hours after symptoms have subsided. - ------------ ", the blank being filled in

(lii) Treated animals should not be with the date that is 12 months after the
used for food within 10 days after the month during which the batch was certi-
latest treatment.' Treatment with the fled, except that the blank may be filled
drug must not exceed 5 days. in with the date that is 18 months or 24

months after the month during which
§ 544.170 Streptomycin oral dosage the batch was certified if the person who

forms, requests certification has submitted to

§ 544.170a Streptomycin - polymy.xin- the Commissioner results of tests and
bacitracin tablets, assays showing that after having been

(a) Requirements for certification- stored for such period of time, such drug
(1) The requirements for certification as prepared by 'him complies with the
for streptomycin-polymyxin-bacitracin standards prescribed by paragraph (a)
tablets are described under § 444.170a of (1) of this section.
this chanter. (iv) The name and quantity of each

(2) When it is packaged for dispens- preservative used.
lng and intended solely for veterinary (v) The statement "For oral veteri-
use, its label and labeling shall comply nary use only".
with all the requirements prescribed by (vi) If' it contains added vitamins or
§ 444.170a(a) (3) of this chapter, except minerals, the name and quantity of each
that in lieu of the statement "Caution: such substance and a statement that such
Federal law prohibits dispensing without substances are present only for furnish-
prescription", each package shall in- ing additional vitamins and minerals
elude information containing directions while animals are eating less feed.
And warnings. adequate for the veter- (vii) If it is intended for use in ani-
inary use of the.drug by the laity and the. mals raised for food production, it shall

e be used in accordance with paragraph
statement "Warning-Not for us6 in aml- (c) of this section.
mals which are raised for food produc- (4) Request for certification; samples.
tion." (i) In addition to complying with the

(b) Tests and methods of assay. The - requirements of § 514.50 of this chapter,

a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in the
batch, and the number of milligrams of
streptomycin per milliliter. Such request
shall be accompanied or followed by the
results of tests and assays made by him
on the batch for potency, toxicity, and
PH.

(ii) Such person thall also submit with
his request, in the quantities hereinafter
indicated, accurately representative sam-
ples of the following:
. (a) The batch; I Immediate container

for each 5,000 Immediate containers In
the batch, but in no case less than 5
immediate containers.

(b) In case of an Initial request for
certification, each other Ingredient used
in making the batch; 1 package of each
containing approximately 5 grams.

(b) Tests and methods of assay-
(1) Potency. Proceed as directed in
§ 444.70a(b) (1) of this hapter. Its
potency is satisfactory if It contains not
less than 90 percent of the number of
milligrams of streptomycin per milli-
liter that It is repiesented to contain.

(2) Toxicity. Proceed as directed li
§ 444.70a(b) (3) of this chapter.

(3) pH. Proceed as directed In
§ 444:70a(b) (6) (i) of this chapter.
(c) Conditions of marketing-C()

Specifications. Complies with the re-
quirements for streptomycin sulfate
found in paragraph (a) of this section or
§§ 544.173a(a) or 544.173d(a).

(2) Sponsor. [Reserved]
(3) Special considerations. The quan-

tities of antibiotic In paragraph (c) (5)
of this section refer to the activity of
the master standard.

(4) Related tolerances. See § 556.610
of this chapter.

(5) Conditions of use. It is used as
streptomycin sulfate in drinking water as
follows:

(I) Calves-(a) Amount per gallon.
0.5 to 1.5 grams.

(b) Indications for use. Treatment of
bacterial diarrhea (scours) of calves.

(c) Limitations. Administer not more
than 5 days; prepare fresh solution daily;
withdraw 2 days before slaughter; as sole
source of streptomycin.

(il) Chickens- ) Amount per gallon.
0.5 to 1.5 grams.

(b) Indications for use. Treatment of
chronic respiratory disease (air-sac in-
fection); maintenance of weight gains
during periods of E-tress; treatment of
blue comb (nonspecific Infectious en-
teritis).
(c) Limitations. Administer not more

than'5 days; not for use n laying chick-
ens; prepare fresh solution daily; with-
draw 4 days before slaughter; as solo
source of streptomycin.

(il) Swine-(a) Amount per gallon.
0.5 to 1.5 grams.

Cb) Indications for use. Treatment of
bacterial enteritis (Ecours) in swine.
(c) Limitations. Administer not more

than 4 days; prepare fresh solution daily;
as sole source of streptomycin.
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§ 544.173 Streptomycn/dihydrostrepto-
mycin oral dosage forms.

§'5 44 .173a Streptomycin/dihydrostrep-
tomycin tablets.

(a)- Requirements for certification-
(1) Standards of identity, strength, qual-
ity, and purity. Streptomycin tablets and
dihydrostreptomycin tablets are strepto-
mycin or dihydrostreptomycin tablets
with or without glucuronolactone, kaolin.
or other suitable and harmless absorbent
ingredients, pectin. and dried aluminum
hydroxide gel, with or without bismuth
-glycolylarsanilate and one or more suit-
able sulfonamides, and with or without
the addition of one or more suitable and
harmless diluents, binders, lubricants,
colorings, and flavorings. It may contain
chlorhexidine dhydrochloride or vita-
min -A and/or bismuth subcarbonate.
The potency of each tablet is not less
than 37.5 milligrams. If it contains
chlorhexidine dihydrochlorlde, each
tablet contains 375 milligrams of chIor-
hexidine dihydrochloride and 37.5 milli-
grams of dihydrostreptomycin. Its mois-
ture content is not more than 10 percent.
Tablets not exceeding 15 millimeters in
diameter, or.not intended only for pre-
paring, solutions, shall disintegrate
within 1 hour. The streptomycin or di-
hydrostreptomycin used conforms either
to the standards prescribed by § 444.70a
(a) (1) of this chapter or § 444.10a(a)
of this chapter, except the standards
for sterility, pyrogens, and histamine
content,- or to the standards prescribed

-by § 539.170(a) of this chapter. Each
other substance used, if its name is rec-
ognized in the U.S.P. or N.F., conforms to
the standards prescribed therefor by such
official compendium.

(2) Packaging. In all cases the im-
mediate container shall be a well closed-
container or a tight container as defined
by the U. S. P. and it may contain a
desiccant separated from the tablets by
a plug of cotton or other like material.
The tomposition of the Immediate con-
tainer shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limit therefor
in applicable standards, except that
minor changes so caused which are
nornal and unavoidable in good packag-
Ing, -storage and distribution practice
shall be diregarded.

(3) Labeling. In addition to the label-
ing requirements prescribed by § 201.105.
of this chapter (regulations issued un-
der section 502(f) of the act), each
package shall bear on the outside

-wrapper or container and the Immediate
container, as hereinafter indicated, the
following:

(i) The statement 'Expiration date
-.", the blank being filled in with

the date that is 24 months after the
month during which the batch was cer-
tified, except that the blank may be filled
in with the date that is 36 months or
48 months after the month during which
the batch was certified if the person

'"who requests certification has submitted
to the Commissioner results of test and
assays showing that after having been
stored for such period of time such drug
as prepared by him complies with the

RULES AND REGULATIONS

standards prescribed in paragraph (a)
(1) of this section.

(ii) If it contains, in addition to strep-
tomycin or dihydrostreptomycin one or
more of the other active ingredients spec-
ified in paragraph (a) (1) of this section,
after the name "streptomycin tablets" or
"dihydrostreptomycin tablets", wherever
It appears, the words "with -
the blank being filled in with the estab-
lished name of each such other ingredient
and the words being In juxtaposition with
such name.
(Iii) In lieu of the statement "Caution:

Federal law restricts this drug to use by
or on the order of a licensed veteri-
narian", each package shall include in-
formation containing directions and
warnings adequate for the veterinary use
of the drug by the laity. If It contains
-bismuth subcarbonate, its label andlabel-
ing shall include reference to its use only
n cats and dogs.

(iv) If it is intended for use in animals
raised for food production, It shall be used
in accordance with paragraph c) of this
section, § 544.110(c) or § 544.170b(c)

(4) Request for certification; sam-
ples. (I) In addition to complying with
the requirements of § 514.50 of this chap-
ter, a person who requests certification
of a batch of streptomycin or dihydro-
streptomycin tablets shall submit with
his request a statement showing the
batch mark, the number of packages of
each size In such batch, the batch mark
and (unless It was previously submitted)
the dateon which the latest assay of the
streptomycin 'or dihydrostreptoycln
used in making such batch was com-
pleted, the potency of each tablet, the
quantity of each ngredient used in mak-
ing the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and a statement
that each ingredient used In making the
batch conforms to the requirements pre-
scribed therefor, if any, by this section.

(ii) Except as otherwise provided In
paragraph (a) (4) (iv) of. this section,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following.
made by him on an accurately repre-
sentative sample of:

(a) The batch: Average potency per
tablet, average moisture, and if required
by paragraph (a) (1) of this section, dls-
ntegiation time.

(b) The streptomycin or dihydrostrep-
tmycin used in making the batch;
potency, toxicity, moisture, pH, strepto-
mycin content if It is dihydrostreptomy-
cin, and crystallinity If It is crystalline
dihydrostreptomycin sulfate.

(Ill) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(a) The batch:
(1) For potency and moisture: One

tablet for each 5,000 talilets in the batch,
but In no case less than 30 tablets, col-
lected by taking single tablets through-
out the entire time of tableting so that
the quantities tableted during the in-
tervals are approximately equal.
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(2) For disintegration time: 6
tablets.

(b) The streptomycin or dihydro-
streptomycin used n making the batch;
five packages' containing approximately
equal portions of not less than 0.5 gram
each, packaged in accordance with the
requirements of § 444.70a(a) (2) of this
chapter.

Wc) In case of an initial request for
certification, each other ingredient used
In making the batch; one package of
each containing approximately 5 grams.

(Iv) No result referredto In paragraph
(a) (4) (ii) (b) of this section, and no
sample referred to In paiagraph (a) (4)
(I) (b) of this section, is required if such
result or sample has been previously sub-
mitted. -

(b) Tests and methods of assay-C()
Potency-(D Streptomycin, content. Us-
ing 12 tablets, proceed as directed in
§ 444.70a(b) (1) of this chapter, except
paragraph (b) (1) (x) and (xi) of that
section, and in lieu of the directions in
paragraph (b) (1) v) of that section,
prepare the sample as follows: Place the
tablets in a glass blending jar containing
500 milliliters of 0.1 M potassium phos-
phate buffer, pH 8.0.'Using a high-speed
blender, blend for 3 to 5 minutes and
thei make the proper estimated dilu-
tions in the buffer solution; except if itis
a bolus, add 1 milliliter polysorbate 80
and 499 milliliters of 0.1 M potassium
phosphate buffer, pH 8.0. to a glass blend-
ing Jar, turn on blender, and add three
boluses. Blend for 5 minutes and then
allow to stand at room temperature for
at least 1 hour. Blend again for 5 min-
utes. Pour contents of blending jar into a
beaker, stir with a magnetic stirrer and
while stirring remove an aliquot for mak-
ing the proper estimated dilutions. The
average potency of streptomycin tablets.
is satisfactory if they contain not less
than 85 percent of the number of milli-
grams that they are represented to con-
tain.

() Dihdrostreptomycin content.
Proceed as directed in paragraph (b) (1)
(1) of this section, using the dihydro-
streptomycin working standard as a
standard of comparison. The average
potency of dihydrostreptomycin tablets
is satisfactory if It contains not less than
85 percent of the number of milligrams
it is represented to contain.

(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) Ci). of this chapter.

(3) Disintegration time. Proceed as
directed in § 440.180a(b) (3) of this
chapter.

c) Conditions of marketing- )
Chemical name. Chlorhexidine dihydro-
chloride: 1,1'-hexamethylenebis E5-p-
chlorophenyDbiguanide] dlhydrcchlo-
ride.

(2) Specifications. D The drug in
tablet form conforms to the require-
ments of § 544.173a(a) of this chapter
and in oral suspension to § 544.173b(a)
of this chapter.

(Ci) Dlhydrostreptomyin sulfate is
-the sulfate salt of the antibiotic sub-
stance obtained by hydrogenation of the
antibiotic substance produced by the
growth of streptomyces griseus or the
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same antibiotic substance produced by
any other means.

(3) Sponsor. See No. 000856 in
§ 510.600(c) of this chapter.

(4) Special considerations. The quan-
tities of antibiotic in paragraph (c) (6)
of this section refer to the activity of the
master standard.

(5) Related tolerances. See §§ 556.200
and 556.120 of this chapter.

(6) Conditions of use. It is used as di-
hydrostreptomycin sulfate in tablets or
suspension for oral administration to
calves as follows:

(I) Amount. 150 milligrams of dihydro-
streptomycin and 1.5 grams of chlor-
hexidine dihydrochoride per 100 pounds
of body weight per day.

(Ii) Indications for use. For treatment
of bacterial scours in calves.

(ill) Limitations. Administer one dose
per day for 5 days; withdraw 3 days be-
fore slaughter.

§ 544.173b Streptomycin/dihydrostrep-
tomycin syrup*; streptomycin/dihy-
drostreptomycin in gel (streptomy-
cin/dihydrostreptomycin oral sus-
pension); potency.

(a) Requirements for certification--
(1) Standards of identity, strength,
quality, and purity. Streptmycin syrup
and dihydrostreptomycin syrup are
streptomycin or dihydrostreptomycm
dissolved in a suitable and harmless dil-
ueit that contains one or more suitable
and harmless preservatives. Streptomy-
cin in gel and dihydrostreptomycin in
gel are streptomycin and dihydrostrep-
tomycin dissolved or suspended in a suit-
able and harmless gel base that con-
tains a suitable and harmless adsorbent
and one or more suitable and harm-
less preservatives. Each such drug may
contain one or more suitable and harm-
less suspending or dispersing agents,
flavorings, pectin, chlorhe'xidine dihydro-
chloride, bismuth glycolylarsanilate, bis-
muth magma, or bismuth subearbonate,
suitable mineral salts, procaine hydro-
chloride, a suitable antispasmodic agent,
and one or more suitable sulfonamides.
Its potency is not less than 10 milligrms
per milliliter; however, if it contains
chlorhexidine dihydrochiorde, each mil-
liliter contains 12.5 milligrams of chlor-
hexidine dihydrochloride and 1.25 milli-
grams of dihydrostreptomycin. The
streptomycin used conforms to the stand-
ards prescribed therefor by § 444.70a (a)
(1) of this chapter, except paragraphs
(a) (1) (ii), (iv), (v), and (vi) of that
section. The dihydrostreptomycin used
conforms to the standards prescribed
therefor by § 444.10a(a) of this chapter
respectively, except the standards for
sterility, pyrogens, moisture, and hista-
mine content. Each other substance used,
If its name is recognized in the U.S.P.
or N.F., conforms to the standards pre-
scribed therefor by such official com-
pendium

(2) Packaging: In all cases the im-
mediate container shall be glass, so
closed as to be a tight container as de-
fined by the U.S.P. and of such compo-
sition that will not cbuse any change in
the strength, quality, or purity of the
contents beyond any limit therefor in

applicable standards, except that minor
changes so caused which are normal and
unavoidable in good packaging, storage,
and distribution practice shall be disre-
garded.

. (3) Labeling. In addition to the label-
ing requirements prescribed by § 201.105
of this chapter (regulations issued under
section 502(f) of the act), each package
shall bear on the outside wrapper or con-
tainer and the immediate container, as
hereinafter indicated, the following:

(I) The statement "Expiration date
-",'the blank being filled in

with the date that is 18 months after the
month during which the batch was cer-
tified, except that the blank may be
filled in with the date that is 24 months
or 36 months after the month during
which the batch was certified if the per-
son who requests certification has sub-
mitted to the Commissioner results of
tests and assays showing that after hav-
ing been stored for such period of time
such drug as prepared by him complies
with the standards prescribed by para-
graph (a) (1) of this section.

(ii) If it contains, in addition to strep-
tomycin or dihydrostreptomycin, one or
more of the other active ingredients spec-
ified in paragraph (a) (1) of this section,
after the name "streptomycin sirup",
"streptomycin in gel", "dihydrostrep-
tomycin sirup", or "dihydrostreptomycin
in gel", wherever such name appears, the
words "with ---------- (the blank be-
ing filled n with the established name of
each such other ingredient)", in juxta-
position with such name.

(ii) In lieu of the statement, "Caution:
Federal lavi restricts this drug to use by
or on the order of a licensed veterinar-
ian", each package shall include infor-
mation containing directions and
warnings adequate for the veterinary use
of the drug by the laity.

(iv) If it is intended for use in aniJ
mals raised for food production, it shall
be used in accordance with § 544.173a
(c).

(4) Request for certification; samples.
(I) In addition to complying with the
requirements of § 514.50 of this chap-
ter, a person who requests certifica-
tion of a batch shall submit with his
request a statement showing the batch
mark, the number of packages ofeach
size in such batch, the batch mark
and (unless it was previously sub-
mitted) the date on which the latest
assay of the streptomycin or dihydro-
streptomycin used in making the batch
was completed, the potency per milliliter
of the batch, the quantity of each in-
gredient used in making the batch, the
date on which the latest assay compris-
ing such batch was completed, and a
statement that each ingredient used in
making the batch conforms to the re-
quirements prescribed therefor, if any,
by this section.

(ii) Except as otherwise provided in
paragraph (a) (4) (iv) of this section,
such person shall submit In connection
with his request results of the tests and
assays listed after each of the following,
madeby him on an accurately represent-
ative sample of:

(a) The batch; average potency per
milliliter.

(b) The streptomycin or dihydro-
streptomycin used in making the batch;
potency, toxicity, pIT, streptomycin con-
tent if It Is dihydrostreptomycin, and
crystallinity if it Is crystalline dihydro-
streptomycin.

(iii) Except as otherwise provided by
paragraph (a) (4) (v) of this section
such person shall submit in connection
with his request,'in the quantities here-
inafter indicated, accurately represent-
ative samples of the following:

(a) The batch; one immediate con-
tainer for each 5,000 Immediate con-
tainers in the batch, but in no case less
than 5 immediate containers, collected
by taking single immediate containers at
such intervals throughout the entire
time of packaging the batch that thO,
quantities packaged during the Intervala
are approximately equal.

(b) The streptomycin or dihydro-
streptomycin used n mating the batch;
five packages containing approximately
equal portions of not less than 0.5 gram
each packaged In accordance with the
requirements of § 4,14.70a(a) (2) of this
chapter.

(c) In case of an Initial request for
certification, each other ingredient used
in making the batch; one package of
each containing approximately 5 grams,

(v) eNo result referred to in para-
graph (a) (4) (ii) (b) of this section, and
no sample referred to In paragraph (a)
(4) (il) (b) of this section, Is required
if such result or sample has been pre-
viously submitted.

(b) Tests and methods of assay-
(1) Streptomvcin content. Proceed as
directed In § 444.70a(b) (1) of this chap-
ter, except paragraph (b) (1) (xl) of that
section, and except that If It Is In an oil
base proceed as directed in § 536.501(a)
(2) of this chapter. Its potency Is satis-
factory if it contains not less than 85
percent of the number of milligrams of
streptomycin that it is represented to
coitain.

(2) Dihydrostreptomycin content.
Using dihydrostreptomycin working
standard as the standard of comparison,
proceed as directed In § 444.70a(b) (1) of
this chapter, except paragraph (b) (1)
(xi) of that section, and except that If It
Is in an oil base proceed as directed in
§ 536.501(a) (3) of this chapter. Its
potency is satisfactory If It contains not
less than 85 percent of the number of
milligrams of dhydrostreptomycln that
it is represented to contain.

(c) Conditions of marketing. The con-
ditions of marheting are described tin-
der § 544.173a(c).
§ 544.173c Streptomycin / d i It y d r o-

streptomycin sodium sulfitluaizole
solution.

(a) Requirements for certiflcation-
(1) Standards of identity, strength,
quality, and purity. Streptomycin-so-
dium sulfathiazole solution and dthydro-
streptomycin-sodiun sulfathiazole solu-
tion are streptomycin or dihydrostrePto-
mycin and sodium sulfathiazole dissolved
in a suitable and harmless vehicle. Each
milliliter contains not less than 35 T1tlll-
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grams of streptomycin or dihydrostrepto-
mycin and not less than 25 milligrams of
sodium sihlfathiazole. It is sterile. It is
nontoxic. it is nonpyrogenic. It contains
no histamine nor histamine-like sub-
stance. Its pH is not less than 5.0 and
not more than 8.0. The streptomycin
used conforms to the standards pre-
scribed therefor-by §444.70a(a)(1) of
this chapter, except paragraph (a)(1)
(vi) of that section. The dihydrostrepto-
mycin used conforms to the standards
prescribed therefor by § 444.10a(a) of
this chapter, except the standard for
moisture. Each othcr-substance used, if
its name is recognized in the U.S.P. or
NF., conforms to the standards pre-
scribed therefor by such official com-
pendium- (2) Packaging; labeling. It shall be
packaged and labeled in accordance with
the requirements of § 444.270b(a) (2)
and (3) of this chapter, except that in
addition to the requirements of para-
graph (c) each package shall bear on the
outside wrapper or container and the
immediate container:

(i) The composition of the vehicle.
(i) The number of milligrams orso-

dium sulfatbiazole in each milliliter of
the batch.

(iii) The statement "For veterinary
use only".

(iv) The statement "Warning-Not for
use in animals which are raised for food
production".

(3) Requests for certification, samples.
The person who requests certification of
a batch shall submit in connection with
his request the same Information-and
number of samples for the batch as pre-
scribed by § 444.270b(a) (4), of this
chapter.

(b) Tests and 7ethoLs of assay-(1)
Potency. Proceed as directed in § 444.70a
(b (1) (x) of this chapter, except if it
contains dihydrostreptomycin use the
dihydrostreptonycin working standard
as a standard of comparison. Its content
of streptomycin or dihydrostreptomycin
is satisfactory if it contains not less than
-85 percent of the number of milligrams
,that it is represented to contain.

(2) Sterility, pyrogens, histamine,
streptomycin content if it is dihydro-
streptomycin. Proceed as directed in
§§444.70a(b) (2), (4), and (5), and
444.270b(b) (2) 'of this chapter.

(3) Toxicity. Proceed as directed in
§ 440.80a(b) (4) of this chapter, using as
a test dose 0.5 milliliter of a solution"
containing 1.5-milligrams of streptomy-
cin or dihydrostreptomycin per milli-
liter.

(4) pH. Proceed as directed in
§ 440.80a(b) (5) (ii) of this chapter, using
the undiluted drug.
§ 544.173d Streptomycin d i h y d r o-

streptomycin sulfate oral powder;
streptomycin suIfateldihydrostrep-
tomycin-suIfate oral granules; dihy-
droclioride oral . powder/oral
granules.

(a) Requirements for certification-
(1) Standards of identity;, strength,
quality, and purity. Streptomycin sul-
fate p'owder oral, streptomycin sulfate
granules oral, dihydrostreptomycin sul-

fate powder oral, dihydrostreptomycin
sulfate granules ofil, dihydrdstreptomy-
cin hydrochloride powder oral, and
dihydrostreptomycin hydrochloride gran-
ules oral are streptomycin sulfate. dihy-
drostreptomycin sulfate, or dihydro-
streptomycin hydrochloride, with or
without one or more suitable and harm-
less dilutents and stabilizing agents, with
or without one or more suitable sulfon-
amides, and with or without one or more
essential vitamin and mineral sub-
stances for nutritive purposes. Its potency
is not less than 3.75 grams per pound. Its
moisture content is not more than 7 per-
cent. The streptomycin or dihydrostrep-
tomycin used conforms to the standards
prescribed by § 539.17(a) (1). Each other
ingredient used, if its name is recognized
in the U.SP. or N.P., conforms to the
standards prescribed therefor by such
official compendium.

(2) Packaging'. In all cases the im-
'mediate containers shall be tight con-
tainers as defined by the U. S. P. The
composition of the Immediate contain-
ers shall be such as will not cause any
change in-the strength, quality, or purity
of the contents beyond any limit there-
for in applicable standards, except that
minor changes so caused which are nor-
mal and unavoidable n good packaging,
storage, and distribution practice shall
be disregarded.

(3) Labeling. Each package shall
bear on its label or labeling as herein-
after indicated, the following:

(I) On the outside wrapper or con-
tainer and the immediate container:

(a) The batch mark.
(b) The number of milligrams of

streptomycin or dihyd-ostreptomycin
per gram and the number of grams in
the immediate container.
(c) If it contains one or more sulfon-

amides, the name and quantity of each
such ingredient.

(d) The statement "Expiration date
-------... ", the blank being filled in
with the date that is 12 months (if Its
potency is less than 150 grams per
pound) or 36 months (if Itspotencyls
150 grams or more per pound) after the
month during which the batch was certi-
fled, except that if'the person who re-
quests certification has submitted to the
Commissioner results of tests and assays
that show that such drug as prepared by
him Is stable for 24 months. 36 months,
48 months, or 60 months, such date may
be used for such drug.

(e) The itatement 'Tor oral veter-
inary use only".

(f If it contains added vitamins or
minerals, the name and quantity of each
such substance and a statement that
such substances are present only for
furnishing additional vitamins and
minerals 'thle animals are eating less
feed.

(g) If It Is intended for use in ani-
mals raised for food production, It shall
be used in accordance with § 544.170b(c)
of this chapter.

(h) The statement "For manufac-
turing use", "For repacking", or "For
manufacturing use or repacking", when
packaged for repacking or for use as an

ingredient in the manufacture of an-
other drug, as the case may be.
(11) On the label and labeling, if it

contains one or more sulfonamides, after
the name "streptomycin sulfate powder
oral', "streptomycin sulfate granules
oral", "dihydrostreptomycin sulfate
powder oral". 'dlhydrostreptomycin sul-
fate granules oral", "dhydrostreptomny-
cin hydrochloride powder oral', or "di-
hydrostreptomycin hydrochloride gran-
ules oral", wherever such name appears,
the words "with sulfonamide(s)", in
Juxtaposition with such name.

(iI) On the circular or other labeling
within or attached to the packaged, ade-
quate directions and warnings for the
veterinary use of such Orug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law to
administer It will be sent to such veteri-
narian on request.

(4) Request for certification; samples.
(I) In addition to complying with the
requirements of § 514.50 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size In such
batch, the batch mark and (unless it was
previously submitted) the date on which
the latest assay of the streptomycin or
dihydrostreptomycin used in making
such batch was completed, the quantity
of each ingredient used in making the
batch, the date on which the latest assay
of the drug comprising such batch was
completed, and a statement that each
other ingredient used conforms to the re-
quirements prescribed therefor, if any.
by this section.

(1i) Except as otherwise provided by
paragraph (a) (4) (lv) of this section,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(a) The batch; potency and moisture.
(b) The streptomycin or dihydro-

streptomycin used in making the batch;
potency, toxicity. moisture, pH, and
streptomycin content if it is dihydro-
streptomycin.

(i1l) Except as otherwise provided by
paragraph (a) (4) (iv) of this section
such person shall submit in connection
with his request, in the quantities herein-
after indicated, accurately representative
samples of the following:

(a) The batch; one immediate con-
tainer for each 5.000 immediate con-
taners in -the batch, but in no case less
than 5 immediate containers, unless
each such container is packaged to con-
tain more than 15 grams, in which case
the sample shall consist of 15 grams for
each 5.000 immediate containers in the
batch, but In no case less than five 15-
gram portions. Such samples shall be
collected by taking single immediate -
containers or 15-gram portions at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.
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(b) The streptomycin or dihydro-
streptomycin used in making the batch;
6 packages containing approximately
equal portions of not less than 1.0 gram
each, packaged in accordance with the
requirements of § 539.170(a) (2) of this
chapter.

(e) In case of an initial request for
certification, the other ingredients used
In making the batch; one package of
each containing approximately 5 grams.

(iv) No result -referred to in para-
graph (a) (4) (ii) (b) of this section, and
no sample referred to in paragraph
(a) (4) (i1i) (b) of this section, is re-
quired if such result or sample has been
previously submitted.

(b) Tests and methods of assay-
(1) Potency. Proceed as directed in
§ 444.70a(b) (1) of this chapter, except
if It contains dihydrostreptomycin use
the dihydrostreptomycin working stand-
ard as the standard of comparison. Its
potency is satisfactory if it contains not
less than 90 percent of the number of
milligrams of streptomycin or dihydro-
streptomycin per gram that it is repre-
sented to contain.

(2) Moisture. Using a 1-gram sample,
proceed, as directed in § 440.80a(b) (5)
(I) of this chapter. I

§ 5 4 4.173e Streptomycin / d i h y d r o-
streptomycin - kaolin - pectin-alumi-
num hydroxide gel powder.

(a) Requirements for certification-
(1) Standards of identity, strength, qual-
ity, and purity. Streptomycin-kaolin-
pectin-aluminum hydroxide gel powder
and, dihydrostreptomycin-kaolin-pectin
aluminum hydroxide gel powder are
streptomycin or dihydrostreptomycin,
kaolin, pectin, and dried aluminum
hydroxide gel, with or without the ad-
dition of one or more suitable and
harmless diluents, colorings, and fla-
vorings. Its content of streptomycin or
dihydrostreptmycin isrnot less than 37.5
milligrams per gram of powder. Its mois-
ture content is not more than 10 percent.
The streptomycin used conforms to the
standards prescribed therefor by
§ 444.70a(a) (1) of this chapter, except
paragrap4 (a) (1) (i), (iv), and (v)
of that section. The dihydrostreptomy-
cin used conforms to the standards
prescribed therefor by § 444.10a(a) of
this chapter, except the standards for
sterility, pyrogens, and histamine con-
tent. Each other substance used, if its
name is recognized in the U.S.P. or N.F.,
conforms to the standards prescribed
therefor by such official compendium

(2) Packaging. In all cases the im-
mediate coritainer shall be a tight con-
tainer as defined by the U.-S. P. The
composition of the immediate container
shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any limits there-
for in applicable standards, except that
minor changes so caused which are nor-
mal and unavoidable in good packaging,
storage, and distribution practice shall
be disregarded.

(3) Labeling. Each package shall
bear, 'on its label or labeling as herein-
after indicated, the following:

(i) On the outside wrapper or 6on-
tainer and the immediate container:

(a) The batch mark.
(b) The number of milligrams of

streptomycin or dihydrostreptomycin
per gram in the immediate containers.

(c) The quantity of kaolin, pectin,
and aluminum hydroxide per gram in the
immediate container.

(d) The" statement "Expiration date
---", the blank being filled in

with the date which is 12 months after
the month during which the batch was
certified, except that the blank may
be filled in with the date which is,
24 months, 36 mdnths, or 48 months
after the month in which the batch was
certified if the person wbo requests
certification has submitted to the, Com-
missioner results of tests and assays
showing that after having been stored
for such period of time such drug as
prepared by him complies with the
standards prescribed by paragraph (a)
(1) of this section.

(e) The statement "For veterinary
use only".

() The statement "Warning-Not
for use in animals which are' raised for
food production".

(ii) On the circular or other labeling
within or attached to the package, direc-
tions and precautions adequate for the
use of such powder, including:

(a) Clinical indications.
(b) Dosage and administration.
(c) Contraindications.
(d) Untoward effects that may ac-

company administration.
If two or more such immediate contain-
ers are in such package, the number of
circulars or other labeling shall not be
less than the number of such containers.

(4) Request for certification; samples.
(i) In addition to complying with the
requirements of § 514.50 of this chap-
ter, a person who requests certification
of a batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless it
was previously submitted) the date on
which the latest assay of the streptomy-
cin or dihydrostreptomycin used in mak-
ing such batch was completed, the
potency per gram of powder, the quan-
tity of each ingredient used in making
the batch, the date on which the latest
assay of the drug comprising such batch
was completed, and a statement that
each ingredient used in making the batch
conforms to the requirements prescribed
therefor, if any, by this section.

(ii) Except as otherwise provided in
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his reqiiest results of the tests and
assays listed after each'of the following.
made by him on an accurately repre-
sentative sample of:

(g) Tle batch; average potency per
gram of powder and average moisture.

(b) The streptomycin or dihydro-
streptomycin used in making the batch;
potency, toxicity, moisture, pH, strepto-
mycin content if it is dihydrostreptomy-
cin, and crystallinity if it is crystalline
dihydrostreptomycin sulfate.

(iii) Except as otherwise provided by
paragraph (a) (4) (i,,) of this section,
such person shall submit in connection
with hjI request, in the quantities here-
inafter indicated, accurately represent-
ative samples of the following:

(a) The batch; one Immediate con-
tainer for each 5,000 containers in the
batch, but in no case less than 20 such
containers, unless each such container Is
packaged to contain more than 1.0 gram,
in which case the sample shall consist
of 1.0 gram for each 5,000 immediate
containers in the batch, but in no case
less than 20 grams. Such samples shall
be collected by taking single Immediate
containers or 1.0-gram portions at such
intervals throughout the entire time the
containers are being filled that the qltan-
titles packaged during the intervals are
approximately equal.

(b) The streptoniycin or dihydro-
streptomycin used in making the batch;
5 packages containing approximately
equal portions of not less than 0.5 gram
each, packaged in accordance with the
requirements of § 444.70a(a) (2) of this
chapter.

(c) In case of an Initial request for
certification, each other Ingredient used
in making the batch; one package of
each containing approximately 5.0
grams.

(iv) No result referred to in para-
,graph (a) (4) (ii (b) of this section, and
no sample referred to In paragraph (a)
(4) (iD (b) of this section, is required if
such result or sample has been previously
submitted.

(b) Tests and methods of assay-(I)
Potency-(i) Streptomycin content. Us-
ing 3.0 grgms of the sample, proceed as
directed in § 444.70a(b) (1) of this chap-
ter, except paragraph (b) (1) (xi) of that
section. Its potency is satisfactory if it
contains not less than 85 percent of the
number of milligramG of streptomycin It
is represented to contain.

(ii) Dihydrostrept(mycin c o i t c n t.
Proceed as directed in paragraph (b) (1)
(i) of this section, using the dihydro-
streptomycin working standard as a
standard of comparison. Its potency is
satisfactory if It contains not less than
85 percent of themnumber of milligrams
of dihydrostreptomycin It Is represented
to contain.

(2) Moisture. Proceed as directed In
§ 440.80a(b) (5) (i) of this chapter.

Subpart B-Implantation or Injectable
Dosage Forms

§ 544.211 Dihydrostreptomycin / strep.
tomycin implantation or injectable
dosage forms.

§ 544.211a Dihydrotreptoinyein /strep-
tomycin sulfates aqueous solution.

(a) Requirements for certification--
(1) 'Standards of identity, strength, qual-
ity, and purity. Dihydrostreptomycin-
streptomycin sulfates solution is an aque-
ous solution of dihydrostreptomycin-
streptomycti sulfates. Such solution con-
forms to all standards prescribed by
§ 544.211b(a) (1) for dihydrostreptomy-
cin-streptomiycin sulfates, except the
limitation on moisture content, and ex-
cept that:

FEDERAL REGISTER, VOL. 40, NO. 60-THURSDAY, MARCH 27, 1975

13918



RULES AND REGULATIONS

(i) It may contain suitable and harm-
less buffei substances, preservatives, and
stabilizing agents. Each other substance
used, if its name is recognized In the
U. S. P. or N. F., conforms to the stand-
ards Prescribed therefor by such offclial
pompendiun.

(ii) Its p is not less than 5.0 and not
more than 7.5.-(2) Packaging. It shall be packaged
in accordance -with the requirements of
§ 444.270b (a) (2) of this chapter.

(3) Labeling. It shall be labeled in
accordance with, the requirements of
§ 444.70a(a) (3) (i) -or' (i) of this
chapter. "

(4)- Request for certiftcation; samples.
In addition to complying with the re-
quirements of § 544.211b (a) (4), a person
who requests certification of a batch shall
submit in connection with his Initial re-
quest one package, containing approxi-
mately 5.0 grams of each other ingredient
used n making the batch.
(b) -Tests and methods of assay-

(1) Potency. Proceed as directed- in
§ 444.10a(b) (1), of this chapter. Its total
potency is satisfactory if it contains not

- less than 90 percent of the cqmbined
number of milligrams of dihydrostrepto-
mycin and streptomycin than it is rep-
res&nted to contain.

(2) Content of streptomycin sulfate.
Proceed as directed in § 444.10a(b) (2)

-of this chapter, makinig-appropriate di-
lutions so that the aliquot used for the
colorimetric measurement contains 5.0
milligrams of streptomycin (estiniated),
and modify the calculations in accord-
ance with the dilutions made. Its con-
tent of streptomycin is satisfactory if it
contains not less than 40 percent and
not more than 60 percent of the total
potency as determined under paxagraph
(b) (1) of this section.

(3) Sterility, toxicity, pyrogens, hista-
_ mine. Proceed as directed in § 444.70a(b)

(2), (3), (4), and (5) of this chapter.
(4) pH. Using the undiluted solution,

proceed as directed in § 440.80a(b) (5)
(i) of this chapter.
§ 544.211b Dihydrostreptomycin /strep-

tomyci. sulfates.,
(a) Requirements for certiftcation--

(1) .Standards of identity, strength, qual-
ity, and purity. Dihydrostreptomycin-
streptomycin sulfates is a, mixture of
equal parts of dihydrostreptomycin sul-
fate and streptomcin' sulfate, It is so
purified -and dried that:
(I) It is sterile.
(ii) It is nontoxic.
(iii) It is nonpyrogenic.
(iv) It contains no histamine or his-

tamine like substance.
(v) Its moisture content is not more

than 5 percent.
(vi) Its pH in an aqueous solution con-

taining 0.1 gram of dihydrostreptomycln
and 0.1 gram of streptomycin per mill-
liter is not less than 4.5 and not more
than 7.0.
The dihydrostreptomycin sulfate used
conforms to the standards prescribed by
§ 444.10a(a) of this chapter, except the
standards for streptomycin content. The

streptomycin sulfate used conforms to
the standards prescribed by § 44470a(a)
(1) of this chapter.

(2) Packaging. It shall be packaged
in accordance with the requirements
prescribed by § 510.45, except that In
case It is packaged for dispensing each
immediate container shall contain not
less than 0.5 gram of dihydrostreptomy-
ca and 0.5 gram of streptomycin or
multiples of each such salt up to and
including 5.0 grams of dhydrostrepto-
mycin and 5.0 grams of streptoycin.

(3) Labeling. It shall be labeled In ac-
cordance with § 444.70(a) (3) (fl) or (III)
of this chapter, except that each package
shall bear on the outside wrapper or con-
tainer the number of grams of'dihydro-
streptomycin, the number of grams of
streptomycin, and the total number of
grams of both salts in the Immediate-
container.

(4) Request for certification; samples.
(i) In addition to complying with the re-
quirements of § 514.50 of this chapter,
a person who requests certification of
a batch shall submit with his request
a statement showing the batch mark,
the number of packages of each size
In such batch,- the batch marks, and
(unless they were previously submitted)
the dates on which the latest assays
of the dihydrostreptomycin and strp-
tomycln used In making the batch were
completed, the content of dihydro-
streptomycin and streptomycin in each
container, and the date on which the
latest assay of the drug comprising such
batch was completed. If such batch or
any part thereof is to be packaged with
a solvent, such request shall also be ac-
companied by a statement that such sol-
vent conforms to the requirements de-
scribed therefor by this Eection.

(iD Except as otherwise provided by
paragraph (a) (4) (v) of this section, such
person shall submit in connection with
his request results of the tests and assays
listed after each of the following made
by him on an accurately representative
sample of:

(a) The batch; content of dihydro-
streptomycin and streptomycin, sterility,
toxicity, pyrogens, histamine content,
moisture, and pHL

(b) The dihydrostreptoycin and
streptomycin used In making the batch;
potemcy, and if crystalline dlhydro-
streptomycin is used, crystallinity.

(Ill) Except as otherwise provided by
paragraph (a) (4) (v) of this section,
such person shall submit in connection
with his iequest, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(a) The batch:
(I) For all tests except sterility: One

immediate container for each 5,000 Im-
mediate containers in the batch, but in
no case less than six immediate con-
tainers.
Such samples shall be collected by tak-
ing single immediate containers at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(2) For sterility testing: 20 immediate
containers collected at regular Intervals
throughout each filling operation.

(b) The dlhydrostreptomycin used in
making the batch; 3 packages, each cOfL-
taining approximately equal portions of
not less than 0.5 gram, packaged in ac-
cordance with the requirements of
§ 444.70a(a) (2) of this chapter.

(c) The streptomycin used in mak-
Ing the batch; three packages containing
approximately 0.5 gram packaged in
accordance with the requirements of
§ 444.70a(a) (2) of tis chapter.

Clv) If such batch is packaged for re-
packing, such person shall submit .with
his request a samiile consisting of the
following:

(a) For all tests except sterility: 6
packages.

(b) For sterility testing: 20 packages.
Each such package shall contain not less
than 0.5 gram of d1hydrostreptomycln
and 0.5 gram of streptomycin taken from
different parts of such batch, and each
shall be packaged In accordance with the
requirements for veterinary use of
§ 444.70a(a) (2) of this chapter.

(v) No result referred to In paragraph
(a) (4) (H) of this section, and no sample
referred to in paragraph (a) (4) (iii) (b)
and (c) of this section, is required if such
result or sample has been previously
submitted:

(b) Tests and methods of assay--)
Potency. Proceed as directed in § 444.-
10a(b) (1) of this chapter. *Its total
potency Is satisfactory if It contains not
less than 90 percent of the combined
number of milligrams of dihydrostrepto-
mycn and streptomycin that it is rep-
resented to contain.

(2) Content of streptomycin sulfae.
Proceed as directed in § 444.10a(b) (2)
of this chapter, making appropriate
dilution so that the aliquot used for the
colorimetric measurement contains 5.0
npilligrams of streptomycin (estimated)
and modify the calculations in accord-
ance with the dilutions made. Its con-
tent of streptomycin is satisfactory if it
contafns not less than 45 percent and
not more than 55 percent of the total
potency as determined under paragraph
(b) (1) of this section.

(3) Sterility, toxicity, pyrogens, his-
tamine, moisture, PH. Using the total
potency of the sample for preparing di-
lutions and welghings, proceed as di-
rected in § 444.70aCb) (2), (3), (4), (5),
and (6) of this chapter.
§ 544.274 Streptomycin sulfate / dihy-

drostreptomycin sulfate / crystalline
dihydrostreptomycin sulfate inject-
able.

(a) Requirements for certification-
(1) Standards of identity, strength,
quality, and purity. Streptomycin sulfate
injection is an aqueous solution of strep-
tomycin sulfate. Dihydrostreptomycin
sulfate injection is an aqueous solution
of dihydrostreptomycin sulfate or crys-
talline dihydrostreptomycin sulfate- Such
solution coxiforms to all standards pre-
scribed by § 444.70a(a) of this chapter
for streptomycin sulfate or § 44410a(a)
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of this chapter for -dihydrostreptomycin
sulfate or crystalline dihydrostreptomy-
cin sulfate, except:

(i) The limitation on moisture con-
tent does not apply.

(ii) The histamine test may be omitted
if it has been performed on streptomycin
sulfate, dihydrostreptomycin sulfate, or
crystalline dihydrostreptomycin sulfate
used in preparing the solution. '

(iII) It contains one or more suitable
and harmless preservatives.

(iv) Its pH is notiess than 5.0 and not
more than 8.0.

(v) It may contain one or more suit-
able and harmless buffer substances and
stabilizing agents.

(2) Packaging. In all dases the im-
mediate container shall be a tight con-
tainer as defined by the U.S.P., shall be
sterile at the tirie of filling and closing,
shall be so sealed that the contents can-
not be used without destroying the seal,
.and shall be of such composition as will
not cause any change in the strength,
quality, or purity of the contents beyond
any limit therefor In applicable stand-
ards, except that minor changes so'
caused which are normal and unavoid-
able in good packaging, storage, and dis-
tribution practice shall be disregarded.

(3) Labeling-(i) It shall be labeled
in accordance with the requirements pre-
scribed by § 201.105 of this chapter and
each package shall include information
containing directions and warnings ade-
quate for the veterinary use of the drug
by the laity in lieu of the statement
"Caution: Federal law restricts this drug
to use by or on the order of a licensed vet-
erinarian" (as provided in § 201.105(b)
(1) of this chapter) unless such state-
ment is required by regulations issued
under section 512(i) of the act.

(ii) Its labeling shall bear any addi-
tional information required for the drug
by specific regulations.

(iii) On the outside wrapper or con-
tainer and the immediate container, the
statement "Expiration date
__', the blank being filled in with the
date that is 12 months after the month
during which the batch was certified ex-
cept that the blank may be filled in with
the date that is 18 months, 24 months, 36
months, 48 months, or 60 months after
the month during which the batch was
certified if the person who requests cer-
tification has submitted to the Commis-
sioner results of tests and assays showing
that after having been stored for such
'Period such drug as prepared by him
complies with the standards prescribed
by paragraph (a) (1) of this section.

(iv) On the outside wrapper or con-
tainer the statement "Store in refrig-
erator not above 15° C. (590 F.)" or
"Store below 15° C. (590 F.)" unless the
person who requests certification has
submitted to the Commissioner results of
tests and assays showing that such drug
as prepared by him complies with the
standards prescribed by paragraph (a)
(1) of this section after having been
stored at room temperature.

(v) 'The statement "Warning-The
use of this drug must be discon-

tinued for 30 days before treated animals
are slaughtered for food". If the drug is
intended for use in animals producing
milk for human' consumption, the label-
ing shall also bear the statement "Milk
that has been taken from animals dur-
ing treatment -and for ------ hours
( ---- milkings) after the latest treat-
ment must not be used for food", the
blanks- being filled with the figures 96
and 8 respectively, unless the sponsor of
the drug has submitted the results of
tests and assays demonstrating that resi-
dues of the drug in milk from treated
animals persist for a shorter period of
time and the shorter period is authorized
by the Commissioner.

(4) Request for certification, check
tests and assays; samples. (1) In addi-
tion to complying with the requirements
of § 514.50 of this chapter, a person who
requests certification of a batch shall
submit with his request a statement
showing the batch mark, the number of
packages of each size in the batch, the
number of milligrams or grams dissolved
in each of such packages,, the date on
which the latest assay of the drug com-
prising such batch was completed, and
if it is crystalline dihydrostreptomycin
sulfate injection, the batch mark and
(unless it was previously submitted) the
date on which the latest assay of the
crystalline dihydrostreptomycin sulfate
used in making such batch was com-
pleted.

(ii) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(a) The batch; potency, sterility, tox-
icity,, pyrogens, histamine content (ex-
cept that the result of this test performed
on the streptomycin. sulfate, dihydro-
streptomycin sulfate, or crystalline dihy-
drostreptomycin sulfate used in making
the batch may be submitted instead), pH,
and streptomycin content, if it is dihy-
drostreptomycin sulfate or crystalline
dihydrostreptomycin sulfate..

(b) The streptomycin sulfate or dihy-
drostreptomycin sulfate used in making
the batch; potency on dry basis and
crystallinity if it is crystalline dihydro-
streptomycin sulfate.

(iii) Except as otherwise provided by
'paragraph (a) (4) (iv) of this section such
person shall submit in connection with
his request, in the quantities hereinafter
indicated, accurately representative
samples of the following:

(a) The batch, if packaged for dis-
pensing:

(1) For all tests except sterility: One
immediate container for each 5,000 im-
mediate containers in such batch; but
in no case less than five immediate con-
tainers.
Such samples shall be collected by taking
single immediate containers'at sUch in-
tervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(2) For sterility tcstijg: 20 immediate
containers collected at regular Intervals
throughout each filling operation.

(b) The batch, if packaged for use In
the manufacture of another drug:

(1) For all tests except sterility: Five
packages.

(2) For sterility testing: 20 packages.

Each such package shall contain approx-
imately 2 milliliters, taken from a differ-
ent part of such batch, and each shall be
packaged in accordance with the require-
ments of paragraph (a) (2) of this sec-
tion.

(c) The streptomycin or dihydro-
streptomycin used in making the batch;
one immediate container, unless It Is
crystalline dihydrostreptomycin, In
which case the sample shall consist of
three immediate containers. Each Im-
mediate container shall contain approxi-
mately 0.5 gram or the dried drug. If
the streptomycin or dihydrostreptomy-
cin used in making the batch Is a solu-
tion of the drug, the person who requests
certification shall dry a sufficient quan-
tity of such solution for potency testing
on the dry basis.
(d) In case of an initial request for

certification, each other Ingredient used
in making the batch: one package of
each containing approximately 5 grams.

(iv) No result referred to In paragraph
(a) (4) (ii) (b) of this section, and no
sample referred to in paragraph (a) (4)
(ii) (c) of this section is required If such
result or sample has been previously sub-
mitted.

(v) In connection with contemplated
requests for certification of repackaged
batches or batches of another drug in
the manufacture of which it Is to be
used, the manufacturer of the batch
which is to be so repacked or used may
request the Commissioner to make check
tests and assays on a sample of such
batch, taken as prescribed by paragraph
(a) (4) (li (b) of this section. From the
information required by paragraph (a)
(4) (ii) (a) of this section may be omitted
results of tests and assays not required
for the batca when used In such other
drug. The Commissioner shall report to
such manufacturer results of such
check tests and assays as are so re-
quested.

(b) Tests and methods of assay-(1)
If it is streptomycin sulfate injection,
proceed as directed in § 444.70a(b) of
this chapter.

(2) If it Is dihydrostreptomycln sul-
fate Injection or crystalline dihydro-
streptdmycin sulfate injection, proceed
as directed in § 444.10a(b) of this chap-
ter, except that the histamine test may
be omitted if it is performed on the dily-.
drostreptomycin sulfate or crystalline di-
hydrostreptomycin sulfate used In pre-
paring the injection, and except that In
lieu of the directions in § 444.10a(b) (2)
of this chapter determine the strepto-
mycin content as follows:

(i) Preparation of standard. Prepare
a standard aqueous solution of the Food
and Drug Administration streptonmycin
working standard containing 0.25 milli-
gram of streptomycin base per milliliter.
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..,Transfer 1.,, 1.5, and 2.0 milliliter ali- Its moisture content is not more than 1.0 - quate directions and warnings for thequots to test tubes (approiximately 16 percent. It contains per gram not less veterinary use of such drug by the laity.millimetersx150 millimeters. Add 1.0, than 3 milligrams of streptomycin and Such circular or other labeling may also0.5, and 0 milliliter of distilled water to not less than 5 milligrams of erythromy- bear a statement that abrochureor othergive a 2.0-milliiter volume. ch. The streptomycin used conforms to printed matter containing information(ii) Preparation of sample. Dilute -. Q ithe requirements of § 444.70a(a) (1) of for other veterinary uses of such drug bymilliliter of the .dihydrostreptomycin this chapter, except paragraph (a) (1) a veterinarian licensed by law to admin-sulfate solution to be tested (containing (ii), (i), (v). and (v) of that section. Ister It will be sent to such veterinarian
250 to 500-milligrams of dihydrostrepto- The erythromycin used is produced on request.mycin) to 25.0 milliliters in a-volumetric by the growth of Streptomyces erztl- (4) Requests for certification; sam-
flask. Transfer 2.0 m ters to a test reus, has a potency of not less than 850 pies. (I) In addition to complying with
tube.- micrograms per milligram (on the an- the requirements of § 514.50 of this chap-(ii) Blank. Use 2.0 milliliters of dis- hydrous basis), has a moisture content ter, a person who requests certificatimntilled water. of not more than 10 percent, its pH in of a batch shall submit with his request(iv) Piocedur. To each tube contain- a saturated aqueous solution is not less a statement showing the batch mark anding 2.0 milliliters, add, in turn, 8.0 mili- than 8 and not more than 10.5, and It (unless they were previously submitted)liters of 0.1N NaOH (freshly prepared gives a characteristic color test with the dates on which the latest assays offrom IN NaOH), mix thoroughly, and acetone and hydrochloric acid. Each the streptomycin and erythromycin usedimmediately determine the optical den- other substance used, If its name is rec- in making such batch were completed,sity at 325-mu in a suitable spectropho- ognized in the U.S.P. or N.F., conforms the quantity of each ingredient used in
tometer. Set the spectrophotometer at to.the standards prescribed therefor by making the batch, the date on which the100-percent light transmission for the such official compendium, latest assay of the drug comprising suchblank similarly treated. Return the solu- (2) Packaging. Streptomycln-eryth- batch was completed, and a statementtion to- the test tube, heat in a boiling romcin ointment shall be packaged that each ingredient used in making thewater bath for 10 minutes, cool in an in collapsible tubes which shall be well- batch conforms to the requirements pre-ice-bath for 3 minutes, and allow to come, closed containers as defined by the scribed therefor by this section.to room temperature. Determine the US.P. The composition of the Imme- (ii) Except as otherwise provided byoptical'density at 325 mg. The difference diate container shall be such as will riot paragraph (a) (4) (iv) of this section,in reading before and after heating is cause any change in the strength, qual- such person shall submit in connectina-the optical density of the aliquot. Pre- ity, or purity of the contents beyond any with his request results of the tests andpare a standard curve. The concentra- limit therefor in applicable standards, assays listed after each of the following,tion of streptomycin in-the sample solu- except that minor changes so caused made by him on an accurately represent-
tion obtained directly from the standard that are normal and unavoidable in good ative sample of:curve times 1,250, divided by the number packaging, storage, and distribution - (a) The batch: Potency and moisture.of milligrams of dihydrostreptomycin in practice shall be disregarded. (b) The streptomycin and erythromy-the original dihyarostreptomycin solu- (3) Labeling. Each package shall cin used in making the batch: Potency,tion, equals the percent of streptomycin. bear on Its label or labeling, as herein- pH, molsttre, and color-identity test, if

Subpart C--Ophthalmic and Topical after indicated, the following: It is erythromycin.
Dosage Forms (I) On the outside wrapper or con- (liI) Except as otherwise provided bytainer and the Immediate container: paragraph (a) (4) (iv) of this section,

§544.370 Streptomycin ophthalmic and (a) The batch mark. such person shall submit in connection -topical dosage forms. (b) The number of milligrams of with his request, in the quantities here-
§ 544 .370a Stretoinycin for topical use. streptomycin and the number of mUll- inafter indicated, accurately representa-grams of erythromycin in each gram or tive samples of the following:(a) Requirements for certifeation- miiter of the batch. (a) The batch: 1 immediate container(1) The requirements for certification for (c) If It contains one or more sul- for each 5,000 immediate containers instrditomycin for topical use; strepto- fonamides, the name and quantity of the batch, but in no case less than 6mycmn with ----- (the blank be- each such ingredient in each gram or Immediate containers, collected by tak-ing filled inwith the name of the vehicle milliliter of the batch. Ing single immediate containers at suchif a package combination) for topical use (W) The statement "For veterinary intervals throughout the entire time ofare described under § 444.570b of this use only". packaging the batch that the quantities
chapter. (e) The statement "Expiration date packaged during the intervals are ap-(2) When it is Packaged for dispes- ", the blank being filled in with proximately equal.ing and it is intended solely for veteri- the date that is 12 months after the (b) The streptomycin used in makingnary use, its label and labeling shall month during which the batch was cer- the batch: 6 packages containing ap-comply with all the requirements" pre- tifled except that the blank may be filled proximately equal portions of not lessscribed by § 444.570b(a) (3) of this chap- in with the date which is 18 months, 24 than 0.5 gram each. packaged in accord-ter, except that in lieu of the statement months, or 36 months after the month ance with the requirements of § 444.70a
"Caution: Federal law prohibits dispens- during which the batch was certified (a) (2) of this chapter.ing without'prescription", each package if the person who requests certification (c) The erythromycin used in mak-shall include information containing di- has submitted to the Commissioner re- ng the batch: 5 packages, each contain-rections and warnings adequate for the sults of tests and assay showing that ng approximately equal portions of notveterinary use of thedrug by the laity, after having been stored for such period less than 0.5 gram.(b)-Tests and methods of assay. The of time, such drug as prepared by him (W) In case of an initial request fortests and methods of assay for strepto- complies with the standards prescribed certification, the ingredients used inmycin for topical use are described under by paragraph (a) (1) of this section: Pro- making the ointment base of the batch:§ 444.570b of this chapter. viced, however, That such expiration 1 package of each, containing approxi-
§ 544.370b - Streptomsycin - erytliromycin date may be omitted from the immediate mately 200 grams, except for the sus- -

cetofniaento container if it contains a single dose pending or dispersing agents and sul-and It is packaged in an Individual wrap- fonamides used, in which case the sam-(a) Requirements for ertitcato per or container. " le shall consist of approximately 5
(1) Standards of identity, stength, I)O h ae n lblni tgasquality, and purity. Streptomycin- cni) On the lael and labeling, if it grams.
erythromycin ointment is streptomycin contains one or more su l d (W No result referred to in paragraph
and-erythromycin in a suitable and. the name "streptomycin-erYthromycln (a) (4)(Wi)(b) of this section, and noharmless ointment base, with or with- ointment", wherever It appears, the samples referred to in paragraph (a) (4)out one or more suitable sulfonamides taposition with such name. () (b) and (e) of this section, is re-
and with or without suitable and harm- (riI) On the circular or other labeling .qulred if such result or samples haveless dispersing and suspending agents, within or attached to the package, ade- been previously submitted.
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(b) Tests and methods o assay-(1)
Ointment-(i) Potency-(a) Strepto-
myciiz content. Proceed as directed in
§ 444.70a(b) (1) (1) through (ix) of this
chapter, except prepare the sample
as follows: Place a representative
quantity of the ointment (usually an en-
tire container) in a blending jar con-
taining approximately 225 milliliters of
chloroform. Using a high-speed blender,
blend the mixture for 3 minutes. Trans-
fer the blended material to a large
Buchner funnel (at least 10 centimeters
in diameter) fitted with a highly reten-
tive filter paper and attached 'to a
vacuum line. Apply vacuum long
enough to insure removal of chloroform
from the filter cake. Place the filter
cake and the paper in a blending jar
containing 250 milliliters of 0.1 MZ phos-
phate buffer, pH 8.0, and blend for 10
minutes. Filter the blended material
through a fast, porous, filter paper.
Dilute the filtrate to obtain a solution for
assay containing 1.0 microgram per
milliliter. Its content of streptomycin is
satisfactory if it contains not less than
85 percent of the number of milligrams
per gram that It is represented to
contain.

(b) Erythromyein content-(1) cyl-
inders (cups). Use cylinders described
under § 440.80a(b) (1) (il of this chapter.

(2) Culture media. Prepare the cul-
ture media for the base and seed layers
and for carrying the test organism as
directed in § 440.80a(b) (1) (!i) (a) of this
chapter, except for the base and seed
layers adjust the media to pH 8.0 after
sterilization. Make the nutrient broth for
preparing an inoculum of the test or-
ganism as directed in § 440.80a(b (1,) (ii)
(c) of this chapter.

(3) Working standard. Keep the
working standard (obtained from the
U.S.P. Reference Standards Committee,
46 Park Avenue, New York 16, N.Y.) at
refrigeration in tightly stoppered vials,
which in turn are kept in larger stop-
pered vials containing a suitable desic-
cant. Dry 30 milligrams to 50 milligrams
of the standard as described in § 440.80a
(b) (5) (1) of this chapter. Dissolve the
weight of dry working standard in suf-
ficient methyl alcohol to give a concen-
tration of 10,000 micrograms per milli-
liter. Further dilute with 0.1 M potassium
phosphate buffer. pH 7.8 to 8.0, to give a
stock solution of 1,000 micrograms per
milliliter. This stock solution may be
kept under refrigeration for I week.

(4) Standard curve. Using the work-
ing-standard stock solution, prepare a
standard curve as directed in § 444.70a
(b) (1) (iv) of this chapter.

(5) Preparation of spore suspension.
The test organism is Sarcina lutea
ATCC 9341. Maintain the test orga-
nism on slants of nutrient agar de-
scribed in paragraph (b) (1) (i) (b) (2) of
this section and transfer to a fresh agar
slant once a week. Prepare a suspension
of the test organism as follows: Streak
an agar slant heavily with the-test or-

'Available from: American Type Culture
Collection, 12301 Parklawn Dr., Rockville,
IM 20852.

ganism. Wash the growth off in about
3 milliliters of nutrient broth described
in paragraph (b) (15 (1) (b) (2) of this
section. Use the suspension so ob-
tained to inoculate the surface of' a
Roux bottle containing 300 milliliters
of the nutrient agar. Spread the sus-
pension over the entire surface with the
aid of sterile glass beads. Incubate for
24 hours at 260 C. Wash the growth
from the agar surface with 20 milliliters
of nutrient broth described in paragraph
(b) (1) (1) (b) (2) of this section. If an
aliquot of this bulk suspension, when
diluted with nutrient broth 1:10, gives
a 10-percent light transmission in a suit-
able photoelectric colorimeter equipped
with a filter having a wave length
of 6,500 Angstrom units, it is satis-
factory for use. It may be necessary
to adjust the bulk suspension by di-
lution, so that an aliquot of the ad-
justed suspension diluted (1:10 gives
10-percent light transmission. (The
adjusted bulk suspension only, and
not the 1:10 dilution of it, is used in pre-
paring the seed layer.) The bulk sus-,
pension may be -used in the test for 2
weeks. Add 0.3 milliliter of the adjusted
bulk suspension to 100 milliliters of agar
described in paragraph (b) (1) (i) (b) (2)
of this section, which has been melted
and cooled to 48 ° C.

(6) Preparation of plates. Add 21 mil-
liliters of the agar prepared in para-
graph (b) (1) (1) (b) (2) of this section to
each Petri dish'(20 mm. x 100 nun.). Dis-
tribute the agar evenly in the plates and
allow it to harden. Use the plates .the
same. lay they are prepared. Add 4.0
milliliters of the inoculum prepared
under paragraph (b) (1) (1) (b) (5) of this
section to each plate, tilting the plates
back and forth to spread the inoculated
agar evenly over the surface.

(7) Assay. Place a representative
quantity of the ointment (usually an en-
tire container) in a blending jar and add
sufficient methyl alcohol to give a volume
of approximately 100 milliliters. Using
a high-speed blender, blend the mixture
for 2 to 3 minutes. Add 400 milliliters of
0.1 M potassium phosphate buffer, pH
8.0, and blend for 2 to 3 minutes. Di-
lute the mixture to 1.0 microgram per
milliliter (estimated) using 0.1 AZ potas-
sium phosphate buffer, pH 8.0, and pro-
ceed as directed in § 444.70a(b) (1) (viii)
and (ix) of this chapter, except that
the incubation temperature is 32 ° C. to
35' C. The sample may also be prepared
by placing a representative quantity of
the ointment in a 1,000 milliliter vol-
umetric flask. Add 50 milliliters of ethyl
ether and shake until dissolved. Add ap-
proximately 200 milliliters of methyl
alcohol and bring to the 1,000 milliliter
mark using distilled- water. Dilute the
mixture to 1.0 microgram per milliliter
(estimated), using 0.1 M potassium phos-
phate buffer, pH 8.0, and proceed as di-
rected in § 444,70a(b) (1) (viii) and (ix)
of this chapter, except that the incuba-
tion temperature is 32* C. to 35' C. Its
content of erythromycin is satisfactory
if it contains not less than 85 percent of
the number of milligrams per gram that
it is represented to contain.

(ii) Moisture. Proceed as directed In
§ 436.500(c) of this chapter.

(2) Erythromycin uscd.in making the
ointment-(i) Moisture. Proceed as di-
rected in § 440.74a(b) (5) of this chapter.
Use the value obtaincd to calculate the
weighed samples used In this paragraph.

(i) Potency. Proceed as directed In
paragraph (b) (1) (1) (b) of this section,
except in the preparation of the solution
of the sample dissolve 40 milligrams (as
the anhydrous compound) In a small
amount of methyl alcohol and then fur-
ther dilute in 0.10 M potassium phos-
phate buffer, pH 8.0. to make a solution
containing 1.0 microgram per milliliter
(estimated).

(iii) Toxicity. Proceed as directed In
§ 436.33 of this chapter.

(iv) pH. Using a saturated aqueous
solution (100 milligrams per milliliter),
proceed as directed in § 440.80a(b) (5)
(ii) of this chapter. I

(v) Color-identity test. Dissolve about
3 milligrams of the rample In 2 milli-
liters of acetone and add an equal
volume of concentrated hydrochloric
acid. A rapid color development takes
place beginning with orange, changing
to red, and finally resulting In a deep,
purple. Shake with 2 milliliters of chlo-
roform. A portion of the purple color
extracts into the chloroform layer.

§ 544.373 Streptomycin/dihydrostrepto-
mycin oplithlmic tnd topical dosage
forms.

§ 544.373a Streptomycin/dihydrostrep.
tomycin ointment.

(a) Requirements for certiflcation-
(1) The requirements for certification for
streptomycin ointment and dihydro-
streptomycin ointment are described
under § 444.570a(a) of this chapter.

(2) When it is packaged for dispens-
ing and it Is intended solely for veteri-
nary use, Its label and labeling shall com-
ply with the requirements prescribed by
§ 444.570a(a) (3) of this chapter, except
that in lieu of the statement "Caution:
Federal law prohibits dispensing without
prescription", each package shall Include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity.

(b) Tests and methods of assay. The
tests and methods of asay for streptomy-
cin ointment and dihydrostreptomycin
ointment are described under § 444.570a
(b) of this chapter.
§ 544.373b Streptomycin / d i it y d r o-

streptomycin - polymyxin- neomycin
ointment.

(a) Requirements for certification-
(1) Standards of identity, strength,
quality, and purity. Streptomycln-poly-
myxin-neomycin ointment and dihydro-
streptomycin-polymyxln-neomycln oint-
ment are streptomycin or dihydrostrep-
tomycin, polymyxin, and neomycin in a
suitable and harmlers ointment base,
witl or without one or more suitable sul-
fonamides, and with or without suitable
and harmless dispersing and suspending
agents. Their moisture content is not
more than 1 percent. Their potency Is
such that when used as directed In their
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labeling each dose shall contain not less
than 250 milligrams of streptomycin or
dihydrostreptomycin, 100,000 units of
polymyxin B, and 150 milligrams of
neomycin. The streptomycin used con-
forms to the requirements of § 444.70a
(a) (1) of this chapter, except paragraph
Ca) (1) (i), (iii), (iv), and x). The di-
hydrostreptomycin used conforms to the'
requirements of § 444.10a(a) of this
chapter, except the standards for steril-
ity, toxicity, pyrogens, and histamine.
The polymyxin B used conforms to the
requirements prescribed for polymyxin
B by I 444:170a(a) (1) of this chapter,
except the- standard for toxicity.
The neomycin used conforms to the
standards prescribed by § 444.42a(a) (1)
(i), (v) and (') of this chapter. Each
other substance used, if its name is rec-
ognized in the U.S.P. or N.Y,, conforms
tb the standards prescribed therefor by
such official compendium.

(2) Packaging. Each batch of oint-
ment shall be packaged in collapsible
tubes which shall be well-closed contain-
_ers as defined by the U.S.P. The com-
position of the immediate container shall
be such as will not cause any change in
the strength, quality, or purity of the
contents beyond any limit therefor in
applicable standards, except that minor
changes so caused that are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.

(3) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(I) On the outside wrapper or con-
tainer and the immediate container:

(a) The batch mark.
(b) The number of milligrams of

streptomycin or dlhydrostreptomycln,
te number of milligrams of neomycin,
and.the number of units of polymyxin B
in each gram of the batch.

(c) If the batch contains one or more
sulfonamides, the name and quantity of
each such ingredient per gram of the
batch.

(W) The statement "For veterinary
use only". I

(e) .The statement "Expiration date-...... ", the blank being filled in with
the date that is 18 months after the
month during which the batch was cer-
tified: Provided, however, That such ex-
piration date may be omitted from the
immediate container if it contains a
single dose and it is packaged in an in-
dividual-wrapper or container.

(ii) On the circular or other labeling
within or attached to the package, ade-
quate directions .and warnings for the
veterinary use of such drug. by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter- containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to administer it will be sent to such
veterinarian on request.

(4) Requests for certification; sam-
pies. i) In addition to complying with
the requirements of §-514.50 of this chap-
tar, a person who requests certification
of a batch shall submit with his request

a statement showing the batch mark
and (unless they were previously sub-
mitted) the dates on which the latest
assays of the streptomycin or dihydro-
streptomycin, polymyxin B, in neomy-
cin 'sed in making such batch were
completed; the quantity of each such
ingredient used In making the batch, the
date on which the latest assay of the
drug comprising such batch was com-
pleted, and a statement that each in-
gredient used in making the batch con-
forms to the requirements prescribed
therefor by this section.

(Ii) Except as otherwise provided by
paragraph (a) (4) Civ) of this section,
such person shall submit In cbnnection
with his request results of the tests and
assays listed after each of the following
made by him on an accurately repre-
sentative sample of;

(a) The batch: Potency and moisture.
(b) The streptomycin or dihydro-

streptomycin used In making the batch:
Potency, pH, streptomycin content If It
is dihydrostreptomycin, and crystallinity
if it is- crystalline dihydrostreptomycin
sulfate.

(c) The polymyxin B used in making
the batch: Potency.

CW) The neomycin used in making the
batch: Potency, moisture, and pH.

(iiI) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately represeita-
tive samples of the following:

(a) The batch: 1 immediate container
for each 5,000 Immediate containers In
the batch, but in no case less than 7
immediate containers, collected by tak-
ing single immediate containers at such
intervals throughout the entire time of
packaging-the batch that the quantities
packaged during the intervals are ap-
proximately equal.

b) The streptomycin or dihydro-
streptomycin used In making the batch:
6 packages containing approximately
equal portions of not less than 0.5 gram
each, packaged In accordance with the
requirements' of § 444.70a(a) (2) of this
chapter.

(c) The polymyxIn B used In making
the batch: 5 packages containing up-
proximately equal portions of not less
than 0.5 gram each. .

d) The neomycin used in making the
batch: 5 packages containing approxi-
mately equal portions of not less than 0.5
gram each.

(e) In case of an initial request for
certification, the ingredients used In
making the batch: 1 package of each
ointment-base ingredient, containing
approximately 200 grams; 1 package of
each suspending or dispersing agent
used, containing approximately 5 grams;
1 package of each sulfonamide used, con-

ining approximately 5 grams.
Clv) The results referred to in para-

graph (a) (4) (1) Cb), (c), and d) of this
section and the samples referred to
in paragraph (a) (4) (iI) (b), (c), and

d) of this section are not required if
such results or samples have been previ-
ously submitted.

(b) Tests and methods of assay-
(1) Potency--fl) S reptomycin contenat
Proceed as directed in § 444.70a(b)
(1) (1) through Olx) of this chapter,
inclusive, except prepare the sample in
one bf the following ways:

(a) Extraction. Place a convenient
sized representative quantity of the
sample In a separatory funnel contain-
Ing approximately 50 mill"iters of per-
oxide-free ether. Shake the sample
and ether until homogeneous. Add a 20-
milliliter portion of 0.1 M potasslum
phosphate buffer, pH 8.0, and shake well-
Remove the buffer layer and repeat the
extraction with 20-milliliter portions of
buffer at least three times and any addi-
tional times that may be necessary to
insure complete extraction of the anti-
biotic. Combine the extractives and
make the appropriate estimated dilu-
tions in 0.1 M potassium phosphate buf-
fer. pH 8.0.

(b) Blending. Place a convenient
sized representative quantity of the
sample in'a. blending jar containing 1.0
militer of a 10-percent aqueous solu-
tion of polysorbate 80 and sufficient.
0.1 M potassium phosphate buffer, pH 8.0,
to give a volume of 200 milliliters. Using
a high-speed blender, blend for 2 min-
utes and then make the appropriate
estimated dilutions with buffer. Its
content of streptomycin Is satisfactory
if It contains not less than 85 percent of
the number of milligrams per gram that
Its represented to contain.

(Ci) Dihydrostreptomycin e o n t 6 '. t.
Proceed as directed in paragraph (b) (1)
of this section. using the dihydrostrepto-
mycin working standard as a standard of
comparison. Its content of dihydrostrep-
tomycin is satisfactory if it contains not
less than 85 percent of the number of
milligrams per gram that it is repre-
sented to contain.

(ii) Polymyxin. content. Proceed as
directed in § 444.170a(b) (2) (1) of this
chapter with the following exceptions:

(a) In lieu of the directions for the
preparation of the sample described in
paragraph (b) (2) (1) (g) of § 444.170a of
this chapter, prepare the sample as fol-
lows: Place a convenient sized represent-
ative quantity of the sample in a separa-
tory funnel containing approximately 50
milliliters of peroxide-free ether. Shake
the sample and ether until homogeneous.
Add 25 milliliters of 10-percent potas-
slura phosphate buffer, pH 6.0, contain-
ing 2 grams of K2.HPO, and 8 grams of
KULPO, in each 100 milliliters,,and shake.
Remove the buffer layer and repeat the
extraction with 25-milliliter portions of
buffer at least three times and any addi-
tional times that may be necessary to
insure complete extraction of the anti-
biotic. Combine the extractives and
make the proper estimated dilutions in
10-percent potassium phosphate buffer
pH 6.0, to give a concentration of 10 units
per milliliter (estimated). If the sample
contains a water-soluble base, accurately
weigh a representative sample and place
in a blending Jar containing 1 milliliter
of polysorbate 80 and sufficient 10 per-
cent potassium phosphate buffer, pH 6.0,
to give a final volume of 200 milliliters.

A
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Use a high-speed blender and blend the
mixture for 2 minutes. Make the proper
estimated dilutions, using 10 percent
potassium phosphate buffer, pH 6.0.

(b) The standard curve is prepared in
the following concbntrations: 6.4, 8.0,
10.0. 12.5. and 15.6 units per milliliter in
10 percent potassium phosphate buffer,
pH 6.0. The 10 units per milliliter con-
centration is used as the reference point.
Calculate from the quantity of neomycin
found (using the method described in
paraglaph (b) (1) (iv) of this section),
the quantity of neomycin that would be
present when the sample is diluted to
contain 10 units of polymyxin (labeled
potency) per milliliter. Prepare the
polymyxin standard curve by adding the
calculated quantity of neomycin to each
concentration of polymyxin used for the
curve. Use the standard curve to calcu-
late the pplymyxin content. Its content
of polymyxin is safifsactory if it con-
tains not less than 85 percent of the
number of units-that it is represented
to contain.

(iv) Neomycin content. Proceed as.

directed in § 436.517(b) (1) of this
chapter, with the following exceptions:

(a) In lieu of the directions for the
preparation of the sample described in
§ 436.517(b) (1) (vii) of this chapter, pre-
pare the sample as directed in paragraph
(b) (1) (1) (a) of this section or by a
blending technique as follows: Place a
convenient sized representative quantity
of the sample in a blending jar containing
1.0 milliliter of a 0.3-percent aqueous so-
lution of dioctyl sodium sulfosuccinate
and sufficient 0.1 M potassium phosphate
buffer, pH 8.0, to give a volume of 200
milliliters. Using a high-speed blender,
blend for 5 minutes and then make the
appropriate estimated dilutions with
buffer.

(b) Use as the test organism the Food
and Drug Administration dihydrostrep-
tomycin- (and streptomycin-) resistant
strain of Staphylococcus aureus (Ameri-
can Type Culture Collection 6538-PR)z
which is grown and maintained on media
containing 1,000 micrograms of dihydro-
streptomycin per milliliter of agar. Its
content of neomycin is satisfactory if it
contains not less than 85 percent of the
number of milligrams per gram that it is
represented to contain.

(2) Moisture. Proceed as directed in
§ 540.380a(b) (2) of this chapter.

Subpart D--Otic Dosage Forms

§ 544.473 Streptomycin/dihydrostrepto-
mycin otic with antifungal agent.

(a) Requirements for certiflication-
(1) The requirements for certification
for streptomycin otic, with antifungal
agent; streptomycin otic with -------- ;
dihydrostreptomycin otic with antifungal
agent; dihydrostreptomycin otic with

(the blank being filled in
with the established name of the anti-

1Available from: American Type Culture
Collection, 12301 Parklawn Dr., nockville, MD
20852.

fungal agent), are described under
§ 444.470a(a) of this chapter.

(2) When it is packaged for dispens-
ing and intended solely for veterinary
use, its label and labeling shall conply
with all the requirements prescribed by
§ 444.470a(a) (3) of this chapter, except
that in lieu of the statement, "Caution:
Federal law prohibits dispensing without
prescription", each package shall include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity.

(b) Tests and methods of assay. The
tests and methods of assay for strepto-
mycin otic with antifungal agent and
dihydrostreptomycin otic with antifungal
agent are described under § 444.470a(b)
of this chapter.

I Subparts E-H [Reserved]
Subpart I-Certain Other Dosage Forms

§ 544.973b Streptomycin / d i h y d r o-
streptomycin solution for inhalation
therapy.

(a) Requirements for certification-
(1) Standards of identity, strength,
quality and purity. Streptomycin solu-
tion for inhalation therapy and dihydro-
streptomycin solution for inhalation
therapy is a suitable and harmless
aqueous-organic solution of streptomycin
or dihydrostreptomycin, with or without
suitable and harmless preservatives,
colorings, volatile oils, flavorings, buffer
substances, and stabilizing agents. Its
potency is not less than 50 milligrams per
milliliter. Its pH is not less than 5.0 and
not more than 8.0. The streptomycin or
dihydrostreptomycin used conforms to
the standards prescribed by § 444.10a
(a) (1) of this chapter or § 444.70a(a) (1)
of this chapter, except the standards for
sterility, pyrogens, and histamine, or to
the standards prescribed by § 539.170
(a) (1). Each other substance used, if its
name isrecognized in the .U.S.P. or N.F.,
conforms-to the standards prescribed
therefor by such official compendium.

(2) Packaging. In all cases, the im-
mediate container shall be a tight con-
tainer as defined by the U.S.P. The
composition of the immediate container
shall be such as will not cause any
change in the strength, quality, or purity
of the contents beyond any Jimit there-
fore in applicable standards, except that
minor changes so caused that are normal
and unavoidable in good packaging, stoi-
age, and distribution practice shall be
disregarded.

(3) Labeling. Each package shall bear
on its label or labeling, as hereinafter
indicated, the, following:
• (i) On the outside wrapper or con-

tainer and the immediate container:
(a) The batch mark.
(b) The number of milligrams of

strelptomycin or dihydrostreptomycin in
each milliliter of the batch.

(c) The statement "Expiration date
...... ", the blank being filled in with
the date that is 12 months after the
month during which the batch was
certified. -

(M) The name and quantity of each
preservative used.

(e) The statement "For veterinary use
only".

C) The statement "Warning-Not
for use in animals which are raised for
food production".

(4) Requests for certiflcation; sam-
pies. (i) In addition to complying with
the requirements of § 514.50 of this chap-
ter, a person who requests certification
of a batch shall submit with his request
a statement showing the batch mark, the
number of packages of each size in the
batch and the number of milligrams of
streptomycin or dihydrostreptomycin pler
milliliter in the batch. Such request shall
be accompanied or followed by the re-
sults of tests and assays made by him
on the batch for 1potency and pfl.

(ii) Such person shall also submit with
his request, in the quantities hereinafter
indicated, accurat3ly representative
samples of the following:

(a) The batch: 1 immediate container
for each 5,000 immediate containers in
the batch, but in no case less than 5
immediate containers.

(b) In case of an initial request for
certification, each other ingredient used
in making the batch: 1 package of each
containing approximately 5 grams,

(b) Tests and methods of assay-
(1) Potency. Proceed as directed in
§ 444.70a(b) (1) of this 6hapter, except
that if it contains dihydrostreptomycln
use the dihydrostreptomycin working
standard as the standard of comparison,
Its potency Is satisfactory If it contains
not less than 90 percent of the number
of milligrams per milliliter that it Is
represented to contain.

(2) pH. Proceed as .directed in
§ 440.80a(b) (5) (i) of this chapter, using
the undiluted drug.

PART 546-TETRACYCLINE ANTIBIOTIC
DRUGS FOR ANIMAL USE
Subpart A-Oral Dosage FormsSec.

546.110 Chlortetracycllne oral dosago forms.
546.110a Crude chlortetracycline.
546,110b Chlortetracyclino seed.
546.110c Chlortetracyclino powder (chlortet-

racyclino hydrochloride powder),
546.110d ChlortetraCycline . hydrochloride

tablets.
546.110e Chlortetracycino - sulfamethazine

tablets.
546.110f Chlortetracyclino hydrochloride-

neomycin tablets.
546.110g Chlortetracycline hydrochloride in

oil oral.
546.113 Chlortetracycline bisulfato oral doi-

- , age forms.
546.113a Chlortetracycllne bisulfate soluble

powder.
546.113b Chlortetracyclino blrulfate-sulfa-

methavino bisulfate solublo
powder.

546.180 Tetracycline oral dosage forms,
546.180a Tetracycline hydrochloride cap3ules.
546.180b Tetracycline tablets,
546.180c Tetracycline boluses.
546.180d Tetracycline soluble powder.
546.180a Tetracycline oral liquid.
546.180f Tetracycline oral suspension,
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Subpart B---[Reserved]
Subpart C-Ophthalmic and Topical Dosage

Forms
Sec.
546.312 Chlortetracycline/tetracycline oph-

thalmic and topical dosage forms.
546.312a Chlortetracycline - neomycin-strep-

tomycin / dihydrostreptomycin
ointment; tetracycline hydrochlo-
ride-neomycin - streptomycin/di-
hydrostreptomycin ointment.

546.312b Chlortetracycilne/ chlortetracycline
hydrochloride/tetracycline hydro-
chloride ophthalmic.

546.381 Tetxacycllne hydrochloride ophthal-
mic and topical dosage forms.

546.381a Tetracycline hydrochloride-neomy-
cin topical spray ointment.

546.381b Tetracycline hydrochloride-neomy-
cin in oil suspension.

Subpart D--Otic Dosage Forms

546.481 Tetracycline hydrochloride otic.

Subparts E-F-[Reserved]
Subpart G-Rectal Dosage Forms

546.713 Chlortetracycline/chlortetracycline
hydrochloride/tetracycline hydro-
chloride suppositories.

AUTHoRrry: Sees. 507, 512, 59 Stat. 463 as
amended; 82 stat. 343-351 (21 U.S.C. 357,
360b).

Subpart A-Oral Dosage Forms

§ 546.110 Clilortetracycline oral dosage
forms.

§ 546.110a Crude clortetracycline.
(a) Requirements for certifcation-

(1) Stafdards of identity, strength,
quality, and purity. Crude chlortetracy-
cline oral is crude chlortetracycline with
suitable and harmless diluents, with or
without buffer substances and suspend-
ing and dispersing agents (and with or
without one or more essential vitamins
and mineral substances for nutritive
purposes). It contains not less than 2
grams of chlortetracycline activity per
pound, except it shall contain 100
grams of chlortetracycline activity per
pound if it is intended for use in the
treatment of psittacosis in psittacine
birds (-Iarrot , macaws, and cockatoos).
Its moisture content is not more than
6 percent.

(2)_ Packaging. In all cases the im-
mediate container shall be a well-closed
container as defined by the U.S.P. and
shall be of such composition as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond any
limit therefor in applicable standards,
except that minor changes so caused
that are normal and unavoidable in good
packaging, storage, and distribution
practice shall be disregarded. Each
such container shall contain not more
than 100 pounds.

(3) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated, the following:

(i) On the outside wrapper or con-
tainer and the immediate container:

(a) The batch mark.
(b) The number of grams of chlor-

tetracycline in each pound of the batch.
(c) The statement "For oral veteri-

nary 'use only" and if it is intended for
use in the treatment of psittacosis in
psittacine birds, a statement to the ef-
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feet that wet mashes prepared witch the
drug should be discarded after 24 hours.

(d) The statement "Expiration date
------ ", the blank being filled In with

the date which is 24 months after the
month during which the batch was
certified.

(ii) On the circular or other labeling
within or attached to the package:

(q) Adequate directions and warnings
for the veterinary use of such drug by
the laity

(b) If it is Intended for use in animals
raised for food production, labeling In
accordance with the requirements of reg-
ulations irk Parts 121 and 558 of this
chapter.

(4) Request for certification; samples.
(i) In addition to complying with
§ 514.50 of this chapter, a person who
requests certification of a batch shall
submit with his request a statement
showing the batch mark, the number
of 'ackages of each size in such batch.
the number of grams of chlortetracy-
cline in each pound of the batch, and
the quantity of each other ingredient
used in making the'batch, and the date
on which the latest assay of the batch
was completed. Such request shall be ac-
companied or followed by the results of
tests and assays made by him on the
batch for average potency and average
moisture.

(ii) Such person shall submit in con-
nection with his request a sample of the
batch consisting of 1 ounce for each
3,000 pounds in the batch, but In no case
less than five 1-ounce portions, collected
by taking single 1-ounce portionq at such
intervals throughout the entire time of
packaging the batch that the quantities
packaged during the intervals are ap-
proximately equal.

(b) Tests and methods of assay-
(1) Potency. Accurately weigh ap-
proximately 3.0 grams of the sample and
place in a blending Jar containing 200
milliliters of an acld-acetone solution
prepared with 1 part 4 N HCI, 6 parts
distilled water, and 13 parts acetone.
Blend for 3 minutes. Using an aliquot
of the liquid, make the proper estimated
dilutions in MIl10 monopotassium phos-
phate buffer pH 4.5, shake well. and
proceed as directed In § 446.10a(b) (1)
(viii) of this chapter. Its content of
chlortetracyclne is satisfactory If It
cofitains not less than 85 percent of the
number of grams that it is represented
to contain.

(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) (1) of this chapter.
§ 546.110b Clilortetracycline seed.

(a) Requirements for certification-
(1), Standards of identity, strength,
quality, and purity. Chlortetracycline
seed is dehulled millet seed containing
chlortetracycline. It contains 0.5 milli-
gram of chlortetracylne per gram.
Its moisture content Is not more than
10 percent. The chlortetracycline used
conforms to the requirements prescribed
therefor by § 446.10(a) (1) of this chap-
ter, except paragraph (a) (1) (ii), (iv),
and (v) of that section. or to the require-
ments prescribed by § 446.510b(a) (1).
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Each-other substance used, if its name
Is recognized in the U. S. P. or X. F., con-
forms to the standards prescribed there-
for by such offcial compendium.

(2) Packdging. In all cases the im-
mediate container shall be a well closed
container as defined by the US.P. and
shall be of such composition as will not
cause any change in the strength, qual-
ity, or purity of the contents beyond any
limit therefor in applicable standards,
except that minor changes so caused
that are normal and unavoidable in
good packaging, storage, and distribu-
tion practice shall be disregarded.

(3) Labeling. Each package shell
bear on its label or labeling, as herein-
after indicated, the following:

(i) On the outside wrapper or con-
tainer and the immediate container:
(a) The batch mark.
(b) The number of milligrams of

chlortetracycline in each gram of the
batch.
(c) The statement "For oral veteri-

nary use only".
d) The statement "Expiration date

-". the blank being filled in
with the date that is 12 months after the
month during which the batch was certi-
fied, except that the blank may be filled
in with the date that Is 24 months after
the month during which the batch was,
certified if the person who requests cer-
tification has submitted to the Commis-
sioner results of tests and assays show-
ing that after having been stored for
such peiod of time such drug as pre-
pared by him complies with the stand-
ards prescribed by paragraph (a) (1) of
this section.

(ii) On the circular or other labeng
within or attached to the package, ade-
quate directions and warnings for the
use of such drug by the laity. Such
circular or other labeling may also bear
a statement that a brochure or other
printed matter containing information
for other veterinary uses of such drug
by a veterinarian licensed by law" to ad-
minister It will be sent to such veteri-
narian on request.

(4) Request for certification; sam-
pies. (i) In addition to complying with
the requirements of § 514.50 of this chap-
ter, a person who requests certification
of a batch shall submit with his request
a statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless It was
previously submitted) the date on which
the latest assay of the chlortetracyline
used in maakin such batqh was com-
pleted, the number of milligrams in each
immediate container, the quantity of
each ingredient used in making the
batch, the date on which the latest assay
of the drug comprising such batch was
completed, and a statement that each
ingredient used in making the batch con-
forms to the requirements prescribed
therefor, if any, by this section.

(11) Except as otherwise provided in
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
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made by him on an accurately represbnt-
ative sample of:

(a) The batch: Potency'and moisture.
(b) The chlortetracycline used in

making the batch: Potency, toxicity,
moisture, pH, and crystallinity.

(ii) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(a) The batch: One container for
each 5,000 containers in the batch, but
in no case less than five immediate con-
tainers. Such sample shall be collected
by taking single immediate containers
at such intervals throughout the entire
time the containers are being filled that
the quantities filled during -the intervals
are approximately equal.

(b) The chlortetracycline used in
making the batch: 10 packages, each
containing approximately equal portions
of not less than 60 milligrams, packaged
in accordance with the requirements of
§ 446.10(a) (2) of this chapter.

(W) In case of an initial request for
certification, each other ingredient used
In making the batch: One package of
each, containing approximately 5 grams.

(iv) The results referred to in para-
graph (a) (4) (ii) (b) of this section and
the sample referred to "in paragraph
(a) (4) (ill) (b) of this section are not re-
quired if such results or sample has been
previously submitted.

(b) Tests and methods of assay-
(1) Potency. Accurately weigh ap-
proximately 10 grams of the sample and
place in a blending Jar containing 500
milliliters of 0.01 N HCI. Blend for 3
minutes. Using an aliquot .of the liquid,
make the proper estimated dilutions in 10
M monopotassium phosphate buffer, pH
4.5, shake well, and proceed as directed
in § 446.10a(b) (1) (viii) of this chapter.
Its content of chlortetracycline is satis-
factory if it contains not less than 85
percent of tlhe number of milligrams per
gram that it is represented to contain.

(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) (1) of this chapter.
§ 546.110c Chlortetracycline p o w d e r

(chlortetracycline -hydroe hI o r i d e
powder).

(a) Requirements for certification. The
requirements for certification for chlor-
tetracylcine powder (chlortetracycline
hydrochloride powder); tetracycline hy-
drochloride powder; tetracycline powder,
are described under § 446.510b of this
chapter, with the following exceptions:

(1) Standards of identity, strength,
quality, and purity: It may contain one
or more suitable and harmless vitamin
substances.

(2) It is packaged for dispensing and
intended solely for veterinary use: Its
label and labeling shall comply with all
the requirements prescribed by § 446.510b
(a) (3) of this chapter, except that in
lieu of the statement, "Caution: Federal
law prohibits dispensing without pre-
scription", each package shall include in-
formation containing directions and

warnings adequate for the veterinary use
of the drugs by the laity.

(3) If it is intended for use in animals
raised for food production, it shall also
be labeled in accordance with the re-
quirements of paragraph (c) of this sec-
tion.

(b) Tests and methods of assay-The
tests and methods of assay for chlor-
tetracycline powder (chlortetracycline
hydrochloride powder), tetracycline hy-
drochloride powder, and tetracycline
powder, are described under § 446.510b of
this chapter.

(c) Conditions of marketing-(1)
Specifications. Meets the requirements of
paragraph (a) of this section.

(2) Sponsor. See No. 010042 in § 510.-
600(c) of thischapter.

(3) Special considerations. The quan-
tities 6f antibiotic in paragraph (c) (5) of
this section refer to the activity of the
master standard.

(4) Related tolerances. See § 556.150
of this chapter.

(5) Conditions of use. (I) It is used in
drinking water as follows:

(a) Chickens. Used as chlortetracy-
cline hydrochloride or chlortetracycline'
bisulfate as follows:

(1) Amount per gallon. 100 milligrams.
(i) Indications for use. Prevention of

chronic respiratory disease (air-sac in-
fection), blue comb (nonspecific infec-
tious enteritis).

(ii) Limitations. Not to be used for
more than 14 consecutive days; as sole
source of chlortethcycline.

(2) Amount per gallon. 200 milligrams.
(i) Indications for use. Treatment of

chronic respiratory disease (air-sac in-
fection), blue comb (nonspecific'infec-
tious enteritis); prevention of synovitis.

(ii) Limitations. Not to be used for
more than 14 consecutive days; as sole
source of chortetracycline.

(b) Growing chickens. Used as chlor-
tetracycline hydrochloride or chlortetra-
cycline bisulfate as follows:

(1) Amount per gallon. 1,000 milli-
grams.

(2) Indications for use. Aid in the
control of mortality due to fowl cholera.

(3) Limitations. Not for laying chick-
ens; not to be used for more than 14 con-
secutive days; withdraw 24 hours prior
to slaughter; as sole source of chlortetra-
cycline. I

(c) Chickens and turkeys. Used as
chlortetracycline hydrochloride or chlor-
tetracycline bisulfate as follows:

(1) Amount per gallon. 400 milligrams.
(2) Indications, for use. Control of

synovitis.
(3) Limitations. Not for laving chick-

ens; not to be used for more than 14 con-
secutive days; as sole source of chlor-
tetracycline.

() Turkeys. Used as chlortetracycline
hydrochloride or chlortetracycline bi-
sulfate as folio as:

(1) Amount per gallon. 100 milli-
grams.

(i) Indications for use. Prevention of
blue comb (nonspecific infectious enter-
itis, mud fever), infectious sinusitis,
hexamitiasis.

(ii) Limitations. Not to be used for
more than 14 consecutive days; as solo
source of chortetracycline.

(2) Amount per gallon. 200 mlli-
grams.

(i) Indications for use. Treatment of
blue Cmb (nonspecific infectious enter-
itis, mud fever), Infectious sinusitis,
hexamitiasis; prevention of synovitis.

(ii) Limitations. Not to be used for
more than 14 consecutive days; as sole
source of chlortetracycline.

(e) Swine. Used its chlortetracycline
hydrochloride as follows:

(1) Amount per gallon. 100 to 200
milligrams.

(i) Indications for use. As an aid In
prevention of bacterial enteritis.

(ii) Limitations. Administer for not
more than 46 days, do not slaughter
animals for food within 24 hours of
treatment; prepare a fresh solution
daily; as sole source of chortetracycline.

(2) Amount per gallon, 200 to 400
milligrams.

(i) Indications for use. As an aid In
prevention of bacterial pneumonia; for
treatment of bacterial enteritis,

(ii) Limitations. Administer for not
more than 46 days; do not slaughter
animals for food within 24 hours of
treatment; preparb .a fresh solution
daily; as sole source of chlortetracycline.

(3) Amount per gallon. 400 to 600
milligrams.

() Indications for use. For treatment
of bacterial pneumonia.

(ii) Limitations. Administer for not
more than 24 days; do not, slaughter ani-
mals for food within 24 hours of treat-
ment; prepare a fresh solution daily;
as sole source of chlortetracycline.

(I) It Is used as chlortetraoycline
hydrochloride as a drench for calves as
follows:

(a) Amount. Two milligrams per
pound of body weight.

(b) Indications for -se. For treat-
ment of bacterial pneumonia, bacterial
diarrhea, and shipping fever.

.(c) Limitations. Administer 2 milli-
grams per pound of body weight per day
for not more than 5 days; do not
slaughter animals for food within 3 days
of treatment; prepare a fresh solution
daily; as sole source of chlortetracycline.
§ 546.110d Chlortetracyclin hydrochlo-

rido tablets.
(a) Requirements for certification-

(1) The requirements for certification for
chortetracycline hydrochloride tablets;
tetracycline hydrochloride tablets; tet-
racycline tablets, are described under
§ 446.110a of this chapter.

(2) Exemption of chlortetracyclino
hydrochloride tabletf. from certification:
Chiortetracycline hydrochloride tablets
that conform to the requirements of
§ 446.110a(a) (1) of this chapter (except
that it may contain one or more essential
vitamin and mineral substances for nu-
tritive purposes; and the chlortetracyline
hydrochloride used in making the tablets
may conform to § 546.110a(a) (1) shall be
exempt from the certification require-
ments of section 512(n) of the act, If they
comply with all the following conditions:
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(D If the drug contains added vita-
mins or minerals, its label bears the
name and quantity of -each such sub-
stances und i- statement that such sub-.
stances are present only for furnishing.
additional vitamins and. mfnerals while
the birds are eating less feed.

(ii) The labels bear an expiration date
that is not more than 24 months after
the month during which the batch was
last assayed and released by the manu-
facturer.

(iII) The label bears a statement that
solutions prepared with the drug are
stable for-not more than 24 hours.

(iv) The circular jor other labeling
within or attached to the package bears
information that only the antibiotic Is
intended for use, in the prevention or
treatment of the following conditions of
parakeets and canaries, due to organisms
sensitive to chlortetracycline, and fur-
ther, bears directions and warnings ade-
quate for such uses:

(a) Respiratory disease, bacterial
- (pneumonia, bronchitis, rhinifis).

(b) Infectious arthritis due to a filter-
able agent.

(c) Bacterial enteritis.
d) Stimulate food intake, growth,

and to maintain body weight.
(e) When intended for use in the con-

ditions set forth in paragraph- (a) (2)
(iv) (a), (b), and c) of this section, the
potency must be such, that when used as
directed in the labeling, each ounce of
drinking water contains-not less than 25
milligrams -of chlortetracycline.

(W When intended for use in the con-
ditions set forth in paragraph (a) (2)
(iv) d) of this section, the potency must
be such, that when used as directed in
the labeling, each ounce of drinking
water contains not less than 5.0 milli-.
grams of chlortetracycline.

(b) Tests' and methods of assay. The-
tests and methods of assay for chlor-
tetracycline tablets (chlortetracycline
hydrochloride tablets), tetracycline hy-
drochloride tablets, and' tetracycline tab-
lets, are, described under § 446.110a
except for the moisture test required un-
der paragraph (b) (2), if it is tetracycline
hydrochloride tablets and stability data
have been submitted to prove that the
drug is stable when it contains not more
than 60 percent moisture, use the method
described in § 436.201 of this chapter and
proceed as directed in § 436.201(e) (3) of
this'chapter.

(c) Conditions of marketing-Cl)
Specifications. Meets the requirements of
paragraphs (a) and (b) of this section.

(2) Sponsor. - See No. 010042 in
§ 510.600 (c) of this chapfer..

(3) Special considerations. The quan--
titles of antibiotic in paragraph (c) (5)
of this section refer to the activity of the
master standard.

"(4) Related tolerances. See § 556.150 of
this chapter. *

(5) Conditions of use. It is used as
chlortetradycline hydrochloride in tab-
lets for oral ingestion by.'calves as fol-
lows:

(I) Amount. 250 milligrams per tab-
let.

(a) Indications-for use. Treatment of (1) Eac tablet sha contair not less
bacterial scours in calves, than 125 mllgrams of neomycin. The

(b) Limitations. As sole ..source of neomycin used conforms to the standards
chlortetracycline; 250 milligrams per 100 prescribed by § 444.42a(a) (1) i), (iv),
pounds of animal weight per day for 3 (v), and (vi) of this chapter. Tablets not
days; do not administer within 24 hours exceeding 15 millimeters in diameter, or
of slaughter. not intended only for preparingsolutions,

(ii) Amount. 250 milligrams per tab- shall disintegrate withinl hour.
let' * (2) If It is intended for use in ani-

(a) Indications for use. Prevention of mals which are raised for food produc-
bacterial scours in newborn calves. tion, it shall also be labeled in accord-

(b) Limitations. As sole source of ance with the requirements of-paragraph
chlortetracycline; 250 milligrams per ' (c) of this section.
animal per day for not more than 3 days; (3) In addition to complying with the
do not administer within 24 hours of Iment o comying- (4 to ths
slaughter. requirements of § 416.110b(a) (4) of

(ill) Amount. 25 milligrams per tablet. chapter, a person 'ho requests certifica-
(a) Indications for use. Aid in reduc- tion of a batch shall submit with his re-

tion of incidence of bacterial scours In quest a statement showing the number of
calves. milligrams of chlortetracyclne hydro-.

(b) Limitations. 75 milligrams per chloride or tetracycline hydrochloride
animal per day, and neomycin in each tablet of the

batch, the batch mark, and, if required
§ 546.110c Cilortetracyclincsulfaniet- by paragraph (a) (1) of this section, dis-

azinc tablets. Integration time, and (unless it was pre-
(a) Requirements for certification. The vously submitted) the results and the

requirements for chlortetracycllne-sulfa- date of the latest tests and assays of the
methazine tablets are described under neomycin used'in making the batch for
§ 546.110d(a). potency, toxicity, moisture, and PH. He

(b Tests and methods of assay. The shall also submit in connection with his
tests and methods of assay for chlortet- request (unless It was previously sub-
racycline-sulfamethazine tablets are de- mitted) a sample consisting of 5 pack-
scribed under § 546.110d(b). - . ages contining approximately equal por-

(c) Conditions of marketing-l) tions of not' less than 0.5 gram each of
Chemical name. Sulfamethazine: N'- the neomycin used in making the batch,
(4,6-Dimethyl-2-pyrlmidinyl) sulfanlIa-- and a sample of 6 tablets for disintegra-
mide. tion-time studies.

(2) Specifications. Meets the require- (b) Tests and methods of assa--(1)-
ments of § 546.110d as it regards chlotet- Potency-(i) Chilortetracycine hydro-
racycline hydrochlbilde tablets and of chloride content. Prepare the sample as
§ 546.113a. follows: Using a mortar and pestle.

(3 Sponsor. See No. 010042 in § 510.- grind 5 tablets to a fine powder.
600(c) of this chapter. Using 200 mIllliters of absolute methyl

(4) Special considerations. The quail- alcohol quantitatively transfer the pow-
titles of antibiotic in paragraph (c) (6) der to a blending Jar and blend at high
of this section refer to the activity of the speed for 2 minutes. Centrifuge a por-
master standard. ion of the liquid at high speed for suM-

(5) Related tolerances. See §§ 556.150 clent time (usually 15 minutes) to ob-
and 556.670 of this chapter. lain a substantially clear solution

(6) Conditions of use. It Is used in tab- Dilute an-aliquot of the clear solution
lets for oral ingestion by calves as in sliflclent 0.1 M monobasic potassium
follows: phosphate buffer, pH 4.5, to give a con-

(I) Amount. 125 milligrams of chlor- centration of 0.06 microgram per mili-
tetracycline with 2.5 grams of sulfa- liter (estimated). Proceed as directed
methazine per tablet, in § 446.10a(b) (I) (viii) of this chapter.

(i) Indications for use. Treatment of Its content of chlortelracycline hydro-
bacterial scours in calves, chloride Is satisfactory if it contains not

(ill) Limitations. 125 milligrams of less than 85 percent of the number of
chlortetracycline with 2.5 grams of sul- milligrams per tablet Ahat it is repre-
famethazine per 100 pounds of animal sented to contain.
weight per day for 3 days; do not ad- (ii) Tetracycline hydrochloride con-
minister within 5 days of slaughter for tent. Prepare the sample as directed in
food; as chibrtetracycline hydrochloride; paragraph (b) (1) (i) of this section, ex-
as sole source of chlortetracycline and cept dilute the sample to an estimated
sulfamethazine. concentration of 0.24 microgram per

milliliter and proceed as directed in
§ 546.110f Clilortetrcycline hydrochlo- § 446.81a(b) (1) (ill) of this chapter. Its

ride-neomycia tablets, content of tetracycline hydrochloride is
(a) Requirements for certificatlon. satisfactory if It contains not less than

Chlortetracycline hydrochloride-neomy- 85 percent of the number of milligrams
cin tablets and tetracycline hydro- per tablet that it is represented to
chloride-neomycin tablets are tablets contain.
that conform to all requirements and are (ill) Neomycin content. Proceed as
subject to all procedures prescribed by directed in § 436.517(a)(1) (ii) of this
§ 446.110b(a) of this chapter for chlor- chapter if Staphylococcus evidermidis is

-tetracycline hydrochloride capsules and used as the test organism. If Staph-
tetracycline hydrochloride capsules, ylocOccus aureus is used as the test
exceptthat: organism proceed as follows: nmmedi-
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ately after the second blending, heat a
convenient size aliquot of the blend in
-a steam bath for 30 minutes, cool, and
dilute to 10 micrograms per milliliter (es-
timated). Its content of neomycin is sat-
isfactory if it contains 85 percent of the
number of milligrams of activity per tab-
let that it is represented to contain.

(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) (1) of this chapter.

(3) Disintegration time. Proceed as
directed in § 444.180a(b) (3) of this
chapter.

(c) Conditions of marketing-Cl)
Specifications. Meets the requirements of
paragraph (a) of this section.

(2) Sponsor. See No. 010042.in § 510.-
600 (c) of this chapter.

(3) Special considerations. The quan-
tities of antibiotics in paragraph (c) (5)
of this section refer to the activity of the
master standar4.

(4) Related tolerances. See §§ 556.150
and 556.430 of this chapter,

(5) Conditions of use. It is used in tab-
lets for oral ingestion by calves as fol-
lows:

(1) Amount. 125 milligrams of chlor-
tetracycline with 125 milligrams of neo-
mycin per tablet.

(i) Indications for use. Treatment of
bacterial scours in calves.

(ill) Limitations. 125 milligrams of
neomycin and of chortetracycline per
100 pounds of animal weight per day for
3 days; do not administer within 24 hours
of slaughter; as chlortetracycline hydro-
chloride and neomycin sulfate; as sole
source of chlortetracycline and neomy-
cin.

§ 546.110g Chlortetracyclinc hydrochlo-
ride in oil oral.

(a) Requirements for certification-
(1) Standards of identity, strength, qual-
ity, and purity. Chortetracycline hydro-
chloride in oil oral is crystalline chor-
tetracycline hydrochloride in a suitable
and harmless vegetable oil base. It con-
tains not less than 50 milligrams of
chlortetracycline hydrochloride per mil-
liliter. Its moisture content is not more
than 1.0 percent. The chortetracycline
hydrochloride used conforms to the re-
quirements of § 446.10 (a) (1) of this
chapter, except paragraph (a) (1) (ii),
(v), and (v) of that section. Each other
ingredient used, if its name is recognized
in the U.S.P. or N.F., conforms to the
standards prescribed therefor by such of-
fi~ial compendium.

(2) Packaging. The immediate con-
tainers shall be well closed or tight con-
tainers as- defined by the U.S.P. They
shall be of such composition as will not
cause any change in the strength, quality.
or purity of the contents beyond any
limit therefor in applicable standards.
except that minor changes so caused
that are normal and unavoidable In good
marketing, storage, and distribution
practice shall be disregarded. Unless It
Is packaged for repacking, each such
container ;shull be filled with -a volume of
chlortetracycline -hydrochloride in oil in
excess of thgt designated, which excess
,hall be sufficent to permit the with-
drawal and the administration of the

volume indicated, whether administered
In single or multiple doses.

(3) Labeling. Each package shall
bear on its label or labeling, as herein-
after indicated:

(i), On the outside wrapper or con-
tainer and the immediate container of
the package:

(t) The batch mark.
(b) The number of milligrams of

chlortetracycline hydrochloride per
milliliter.

(c) The statement "Expiration date
----------", the blank being filled in

,w it hthe date that is 24 month, 36
months, or 48 months after the month
during which the batch was certified.

(d) The statement "For oral use in
suckling pigs only."

(ii) On the circular or other labpling
within or attached to the package, ade-
quate directions and warnings for the
veterinary use of such drug by the laity.

(4) Request for certification; samples.
(i) In addition to complying with the
requirements of J 514.50 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the. batch mark and (unless it was
ureviously submitted) the date on which
the latest assay of the chlortetracycline
hydrochloride used in making such batch
was completed, the quantity of each in-
gredient used in making the batch, the
date on which the latest assay of the drug
was completed, and a statement that
each component of the oil base used con-
forms to the requirements prescribed
therefor by this section.

(ii) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately represent-
ative sample of:

(a) The batch: Potency and moisture.
(b) The chlortetracycline hydrochlo-

ride used in making the batch: Potency.
toxicity, moisture, pH, and crystallinity.

(iii) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request, in the quantities herein-
after indicated, accurately representa-
tive samples of the following.

(a) The batch: 1. package for each
5.000 packages in the batch, but in no
case less than 5 packages, collected by
taking single packages at such intervals
t roughout the entire time of packaging
t-e batch that the quantities packaged
during the intervals are approximately
etiual.
. (b) The chIortetracycline used in
making the batch: 10 packages, contain-
ing approximately equal portions of not
less than 60 milligrams each, packaged
In accordance with the recuirements of
§ 466.10 (a) (2) of this chapter:

(c) In case of an initial request for
certification, each other ingredient used
In making the batch: 1 package of each
component of the oil base, each contain-
ing approximately 200 grams.

(v) No result referred to in paragraph
(a) (4)(ii)(b) of this section, and no
sample referred to in paragraph (a) (4)
(Iii) (b) of this section, Is required if
such result or sample has been previ-
ously submitted.

(b) Tests and methods of assay-C()
-Potency. Proceed as directed In § 446.510a
(b) (1) of this chapter. The potency is
satisfactory If it contains not less than
85 percent of the number of milligrams
of chortetracycline hydrochloride that it
Is represented to contain.

. (2) Moisture. Proceed as directed in
§ 540.380a(b) (2) of this chapter.
§ 546.113 Chlortetracyclitix b i s u 1-

fate oral dosage fornis.
§ 54 6 .113a Chlortetracyclino bisulfate

soluble powder.
(a) Requirements for certification-

(1) Standards of identity, strength, qual-
ity, and purity. Chlortetracycline bisul-
fate soluble powder is chlortetracycline
bisulfate with or without sulfamethazino
bisulfate and with or Without one or
more suitable and harmless colorings,
buffer substances, and diluents. It con-
tains the equivalent of 25.0 grams or
102.4 grams of chlortetracycline hydro-
chloride per pound of powder. If It
contains 102.4 grams equivalent of chor-
tetracycline hydrochloride, It may also
contain sulfamethazine bisulfate equiva-
lent to 102.4 grams of sulfamethazine.
The moisture content is not more than 2
percent. The chlortetracycline bisulfate
used conforms to the requirements of
§ 539.210d of this chapter. Each other
substance used, if Its name is recognized
in the U.S.P. or NF., conforms to the
standards prescribed therefor by such of-

'ficial compendium.
(2) Packaging. In all cases, the Im-

mediate container shall be a tight con-
tainer as defined by the U.S.P. The com-
position of the immediate container shall
be such as will not cause any change In
the strength, quality, or purity of the
contents beyond any limits therefor In
applicable standards, except that minor
changes so caused that are normal and
unavoidable in good packaging storage,
and distribution practice shall be dis-
regarded.

(3) Labeling. Each package shall bear
on its label or labeling, as hereinafter
indicated, the following:

(i) On the outside wrapper or con-
tainer and the immediate container:

(a) The batch mark.
(b) The number of grams of chlor-

tetracycline hydrochloride equivalent per
pound and, if it contains sulfamethazino
bisulfate, the number of grams of sul-
famethazine equivalent per pounds In the
,lmmedite container.

(c) The number of pounds of powder
in each immediate container.

(d) [Reserved]
(e) The statement "Expiration date

-", the blank being filled in
'With the date that is 12 months after the
month during which the 'batch was cer-
tified, except that the blank maybe filled
in with the 'date that is 24, 30, 30, 42, or
48 months after the month during which
the batch was certified If the person who
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request certification has submitted to the
Commissioner results of tests and assays
showing that after having been stored for
such period of time such drug as prepared
by him complies with the standards pre-
scribed by paragraph (a)'(1) of this sec-
tion.

(ii) On the circular or other labeling
within or attached to the package:

(a) Adequate directions and warnings
for the veterinary use of such drug by
the laity.

(b) If it is intended for use in animals
raised for food production, labeling in
accordance with the requirements of
§546.110c.

(4) Request for certification; samples.
(i) In addition to complying with the
requirements of § 514.50 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark and
(unless it was previously submitted) the
date on which the latest assay of the
chlortetracycline bisulfate used in
making such batch was completed, the
number of grams of chlortetracycline
hydrochloride equivalent per pound, the
number of' pounds of powder, the num-
ber of packages of each size in the batch,
the quantity of each ingredient used in
maing the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and a statement
that each ingredient used in making the
batch conforms to the requirements pre-
scribed therefor, if any, by this section.

(ii) Except as otherwise provided in
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by bim on an accurat~ly repre-
sentative sample of:

(a) The batch: Potency and moisture.
(b) The chlortetrapycline bisulfate

used in making' the batch: Potency,
toxicity, moisture, butyl alcohol content,
sulfate content, absorptivity, and crys-
tallinity.

(iii) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(a) The batch: One 1-ounce portion
for each 5,000 immediate containers in
the batch, but in no case less than five
1-ounce portions. Such sample shall
be collected by taking single I-ounce
portions at such intervals throughout
the entire time the containers are being
filled that the quantities filled during
the intervals are approximately equal

(b) The chlortetracycline bisulfate
used in making-the batch: 10 packages.
each containing, approximately equal
portions or not less than 0.5 gram, pack-
aged in accordance with the require-
ments of § 539.210b(a) of this chapter.

(c) In case of an initial request for
certification, each other ingredient used
in making, the batch: One package of
each containing approximately 5 grams.

(iv) The result 'referred to in para-
graph (a) (4) (ii) (b) of this section, and
the sample referred to in paragraph (a)

(4) (iii)(b) of this section are not re-
quired If such result or sample has been
previously submitted.

(b) Tests and methods of assay-(l)
Potency. Using an accurately weighed
sample of approximately 500 milligrams,
proceed as directed in § 446.10a(b) (1) of
this chapter, except § 446.10a(b) (1) (Jx)
of this chapter. Its potency is satisfac-
tory if It contains not less than 85 per-
cent and not more than 125 percent of
the labeled potency.

(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) (1) of this chapter.
§ 546.113b Chlortetracycline bisulfatc-

sulfanehazine bisulfate soluble
powdcler.

(a) Requirements for certification.
The requirements for certification for
chlortetracycline - bisulfate-sulfametha-
zine bisulfate soluble powder are de-
scribed under § 546.113a(a).

(b) Tests and methods of assay. The
tests and methods of assay for chlortet-
racycline bsulfate-sulfamethazine bisul-
fate soluble powder are described under
§ 546.113a(b).

(c) Conditions of marketing-(1)
Chemical name. Sulfamethazine: N'-
(4,6 - Dimethyl-2-pyrlmidinyl)sulfanil-
amide.

(2). Specifications. Meets the require-
ments of § 546.113a(a).

(3) Sponsor. See No. 010042 in § 510.-
600(c) of this chapter.

(4) Special considerations. The quan-
tities of antibiotic in paragraph (c) (6) of
this section refer to the activity of the
master standard.

(5) Related tolerances. See §§ 556.150
and 556.670 of this chapter.

(6) Conditions of use. It is used in
drinking water of swine as follows:

(iW Amount. 250 milligrams of chlor-
tetracycline with 250 milligrams of sul-
famethazine per gallon.

(i) Indications for use. Prevention
and treatment of bacterial enteritis; aid
in the reduction of the incidence of
cervical abscesses; aid in the mainte-
nance of weight gains in the presence of
bacterial enteritis and atrophic rhinitis.

(iII) Limitations. Not to be used for
more than 28 consecutive days; withdraw
7 days before slaughter; as sole source of
chiortetracycline and sulfonamide.
§ 546.180 Tetracycline oral d o s n g e

forns.

§ 546.180a Tetracycline hydrochloride
capsules.

(a) Requirements for certification.
The requirements for certification for
tetracycline hydrochloride capsules; tet-
racycline capsules; tetracycline phos-
phate complex capsules are described
under § 446.110b of this chapter, with
the following exceptions:

(1) Standards of identity, strength,
quality, and purity: It may contain one
or more suitable sulfonamides and harm-
less vitamin substances. The contents of
each capsule shall not be lihited to 50
milligrams.

(2) When It is packaged for dispensing
and intended solely for veterinary use:
Its label and labeling shall bear the

statement "Warning-Not for use in ani-
rals which are raised for food prcduc-
tion" and shall comply with all of the
requirements prescribed by § 446.110b(a)
(3) of this chapter, except that in lieu
of the statement "Caution: Federal law
prohibits dispensing without a prescrip-
tion", each package shall include infor-
mation containing directions and warn-
ings adequate for the veterinary use of
the drug by the laity in all cases except
those in which the veterinary prescrip-
tion statement is required by paragraph
(c) of this section. In those eases, the
veterinary prescription statement shall
comply with the requirements prescribed
by § 201.105 of this chapter.

(b) Tests and methods of assay. The
tests and methods of assay for tetracy-
cline hydrochloride capsules, tetracycline
capsules, and tetracycline phosphate
complex capsules are described under
§ 446.110b of this chapter.

C) Conditions of marketing-()
Specifications. Tetracycline capsules con-
form to the standards of identity,
strength, quality, and purity prescribed
by paragraph (a) of this section.

(2) Sponsor. See § 510.600(c) of this
chapter for Identification of the ponsors
as listed In paragraph (c) (5) of this sea-
tion.

(3) Special considerations. The quan-
tity of tetracycline In paragraph (c) (5)
of this section refers to the activity of
tetracycline hydrochloride.

(4) [Reserved]
Z5) Conditions of use. It is used as

tetracycline hydrochloride for dogs as
follows:

(i) Amount. 250 milligrams per cap-
sule.

(a) Indications for use. For treatment
of Infections caused by organisms sen-
sitive to tetracycline hydrochloride, such
as bacterial gastroeteritis due to E. coli
and urinary tract infections due to
Staphylococcus spp. and E. col.

(b) Limitations. Administer orally 25
milligrams per pound of body weght per
day given in divided doses every 6 hours;
treatment should be continued until
symptoms of the disease have subsided
and the 'temperature is normal for 48
hours: not for use In animals which are
raised for food production: Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.

(c) Sponsor. See Nos. 000003 and
000009 in § 510.600(c) of this chapter.

(Ii) Amount. 125, 250, or 500 mlli-
grams per capsule.

(a) Indications for use. For treatment
of Infections caused by organisms sen-
sitive to tetracycline hydrochloride, such
as bacterial gastroenteritis due to E. coli
and urinary tract infections due to
Staphylococcus spp. and E. coll.

(b) Limitations. Administer orally 25
milligrams per pound of body weight per
day given in divided doses every 6 hours;
treatment should be continued until
symptoms of the disease have subsided
and the temperature Is normal for 48
hours; not for use in animals which are
raised for food production; Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.
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(c) Sponsor. See No. 000196 in § 510.600
(c) of this chapter.

(li) Amount. 50, 100, 250, or 500 milli-
grams per capsule.

(a) Indications for use. For treat-
ment of infections caused by organisms
sensitive to tetracycline hydrochloride,
such as bacterial gastroenteritis due to E.
coli and urinary tract infections due to
Staphylococcus spp. and E. coli.

(b) Limitations. Administer orally 25
milligrams per pound of body weight -per
day given in divided doses every 6 hours;
treatment should be continued until
symptoms of the disease have subsided
and the temperature is normal for 48
hours; not for use in animals which are
raised for food production; Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.

(c) Sponsor. See No. 000115 in § 510.-
600(c) of this chapter.

(iv) Amount. 50, 100, 125, 250, or 500
milligrams per capsule.

(a) Indications for use. For treatment
of infections caused by organisms sensi-
tive to tetracycline hydrochloride, such as
bacterial gastroenteritis due to E. coli
and urinary tract infections due to
Staphylococcus spp. and E. coli.

(b) Limitations. Administer orally 25
milligrams per pound of body weight per
day given in divided doses every 6 hours;
treatment should be continued until
symptoms of the disease have subsided
and the temperature is normal for 48
hours; not for use in animals which are
raised for food production; Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.

(c) Sponsor. See No. 000172 in § 510.-
600(c) of this chapter.
§ 546.180b Tetracycline tablets.

(a) Requirements for certification. The
requirements for ceitification for tetra-
cycline tablets are described under § 546.-
ll0d(a).

(b) Tests and methods of assay. The'
tests and methods of assay for tetracy-
cline tablets are described under § 546.-
ll0d(b).

(c) Conditions of marketing-(1)
Spedifications. Tetracycline tablets con-
form to the standards of identity,
strength, quality, and purity prescribed
by § 546.110d.

(2) Sponsor. See § 510.600(c) of this
chapter for identification of the sponsors
as listed in paragraph c) (5) of this
section.

(3) Special considerations. The quan-
tity of tetracycline in paragraph (c) (5)
of this section refers to the activity of
tetracycline hydrochloride.

(4) [Reserved]
(5) Conditions of use. It is used as

tetracycline hydrochloride in dogs as
follows: -

(i) Amount. 100, 250, or 500 milligrams
per tablet.

(ii) Indications for use. For treatment
of infections caused by organisms sensi-
tive to tetracycline hydrochloride, such
as bacterial gastroenteritis due to E. coli
and urinary tract infections due to
Staphylococcus spp. and E. coli.
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(iii) Limitations. Administer orally 25
milligrams per pound of body weight per
day given in divided doses every 6 hours;
treatment should be continued until
symptoms of the disease have subsided
and the temperature is normal for 48
hours; not for use in animals which are
raised for food production; Federal law
restricts this drug to use by or on the
order of a licensed veterinarian.

Civ) Sponsor. See No. 000196 in
§ 510.600 (c) of this chapter.

§ 546.180c Tetracycline boluses.
(a) Requirements for certification. The

requirements for certification for tetra-
cycline boluses are described under
§ 546.110d(a).

(b) Tests and methods of assay. The
tests and methods of assay for tetra-
cycline boluses are described under
§ 546.110d(b).

(c) Conditions of marketing-(l)
Speciftcations. Tetracycline boluses con-
form to the standards of identity,
strength; quality, and purity prescribed
by § 546.110d of this chapter.

(2) Sponsor. See § 510.600(c) of this
chapter for identificdtion of the spon-
sors as listed in paragraph Cc) (5) of this
section.

(3) Special considerations. The quan-
tity of tetracycline in paragraph (c) (5)
of this section refers, to the activity of
tetracycline hydrochloride.

(4) Related tolerances. See § 556.720
of this chapter.

(5) Conditions of use. (I) It is used as
tetracycline hydrochloride in calves as
follows:

(a) Amount. 500 milligrams per bolus.
(1) Indications for use. For treatment

ofbneumonia, shipping fever, and pneu-
monenteritis.

(2) Limitations. Administer orally 10
milligrams per pound of body weight per
day divided into 2 daily doses for not
more than 5 days; do not slaughter ani-
mals for food within 12 days of treat-
ment; as sole source of tetracycline; for
use by or on the order of a licensed veter-
inarian.

(3) Sponsor. See Nos. 000009 and
000069 in § 510.600(c) of this chapter.

(b)Amount. 500 milligrams per bolus.
(1) Indications for use. For treatment

of bacterial pneumonia caused by orga-
nisms susceptible to tetracycline, and
bacterial enteritis caused by E. coli and
salmonella organisms susceptible to
tetracycline.

(2) Limitations. Administer orally 10
milligrams per pound of body weight per
day divided into 2 daily doses for not
more than 5 days; do not slaughter ani-
mals for food within 12 days of treat-
ment; as sole source of tetracycline; Fed-
eral law restricts this drug to use by or on
the order of a licensed veterinarian.

(3) Sponsor. See No. 000009 in § 510.-
600(c) of this chapter.

(ii) It is used as tetracycline hydro-
chloride for sheep as follows:

(a) Amount. 500 milligrams per bolus.
(b) Indications for use. For treatment

of pneumonia, shipping fever, pneumoen-
teritis complex, and bacterial enteritis
(scours).

(c) Limitations. Administer orally 10
milligrams per pound of body weight per
day divided Into 2 daily doses for not
more than 4 days; do not slaughter ani-
mals for food within 5 days of treatment;
as sole source of tetracycline.

d) Sponsor. See Nos. 000009 and
000069 in § 510.600(c) of this chapter.
§ 546.180d Tetracycline soluble powder.

(a) Requirements for c6rtification. The
requirements for certification for tetra-
cycline soluble powder are described un-
der § 546.110c(a).

(b) Tests and methods of assay. The
tests and methods of assay for tetracy-
cline soluble powder are described under
§ 546.110c(b).

(c) Conditions of marketing-C()
Speciflcations. Tetracycline soluble pow-
der conforms to the standards of Iden-
tity, strength, quality, and purity pre-
scribed by § 546.110c.

(2) Sponsor. See § 510.600(c) of this
chapter for identification of the sponsors
as listed in paragraph (c)(5) of this
section.

(3) Special considerations. The quan-
tity of tetracycline In paragraph (c) ()
of this section refers to the activity of
tetracycline hydrochloride.

(4) Related tolerances. See § 556.720
of this chapter.

(5) Conditions of use. (I) It is used as
tetracycline hydrochloride In drinking
water for calves as follows:

(a) Amount. 100 to 200 milligrams per
gallon.

(1) Indications for use. As an, aid In
prevention of bacterial diarrhea, bac-
terial pneumonia, and shipping fever
(hemorrhagic septicemia).

(2) Limitations. Administer for not
more than 5 days; do not slaughter ani-
mals for food purposes within 5 days of
treatment; prepare a fresh solution
daily; as sole source of tetracycline.

(3) Sponsor. Seo Nos. 000009 and
000069 in § 510.600(c) of this chapter.

(b) Amount. 200 to 400 milligrams per
gallon.

(1) Indications for use. For treatment
of bacterial diarrhea, bacterial pneumo-
nia, and shipping fever (hemorrhagic
septicemia).

C2) Limitations. Administer for not
more than 5 days; do not slaughter ani-
mals for food purposes within 5 days of
treatment; prepare fresh solution daily;
as sole source of tetracycline.

(3) Sponsor. See Nos. 000009 and
000069 in § 510.600(c) of this chapter.

(ii) It Is used as tetracycline hydro-
chloride In water or milk for newborn
pigs as follows:

(a) Am6unt. 52 milligrams per day.
(b) Indications for use. For treatment

of bacterial enterit., and bacterial pneu-
monia.

Cc) Limitations. Administer for not
more than 3 days; do not slaughter ani-
mals for food-purposes within 4 days of
treatment; prepare a fresh solution
daily; as sole source of tetracycline.

(d) Sponsor. See Nos. 000009 and
000069 in § 510.600() of this chapter.
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(iII) It is used as tetracycline hydro-
chloride in drinking water for swine as
follows:

(a) Amount. 100 to 200 milligrams per
gallon.

(1) Indications for use. As an aid in
prevention of bacterial enteritis.

(2) Limitations. Do not slaughter ani-
mals for food purposes within 4 days of
treatment; prepare a fresh solution
daily; -as sole source of tetracycline.

(3) Sponsor. See Nos. 000009 and
000069 in § 510.600(o) of this chapter.

(b) Amount. 200 to 400 milligrams per
gallon.

- (1) Indications for use. As an aid in
prevention of bacterial pneumonia; for
treatment of bacterial enteritis.

(2) Limitations. Do not slaughter ani-
mals for food purposes within 4 days of
treatment; prepare a fresh solution
daily; as sole source of tetracycline.

(3) Sponsor. See Nos. 000009 and
000069 in § 510.600(c) of this chapter.

(c) Amount. 400, milligrams per gal-
lon..

(1) Indications for use. For treatment
of bacterial pneumonia.

(2) Limitations.-Do not slaughter ani-
mals for food purpose within 4 days of
treatment; prepare -a fresh solution
daily; as sole source of tetracycline.

(3) Sponsor. See Nos. 000009 and
000069 in § 510.600(c) of this chapter.

(iv) It is used as tetracycline hydro-
chloride in drinking water for turkeys
and chickens as follows:

(a) Amount. 100 to 200 milligrams per
gallon.

(1) Indications for use. As an aid in
prevention of chronic respiratory disease
(air-sac infection), hexamitiasis, blue
comb (nonspecific enteritis), infectious
sinusitis, and synovitis.

(2) Limitations. Administer for not
more than 21 days; do not slaughter
birds for food within 4 days of treat-
ment; not for use in chickens and tur-
keys producing eggs for human consump-
tion; prepare fresh solution daily; as sole
source of tetracycline.

(3) Sponsor. See Nos. 000009 and
000069 in § 510.600(c) of this chapter.

(b) Amount. 200 to,400 milligrams per
gallon.

(1) Indications for use. For treatment
of chronic respiratory disease (air-sac
infection), hexamitiasis, blue comb (non-
specific enteritis), infectious sinusitis,
and synovitis.

(2) Limitations. Administer for not
more than 21 days; do not slaughter birds
for food within 4 days of treatment; not
for use in chickens and turkeys produc-
ing eggs for human consumption; pre-
pare a fresh solution daily; as sole source
of tetracycline.

(3) Sponsor. See Nos. 000009 and
000069 in -§ 510.600(c) of this chapter.
§ 546.180e Tetracycline oral liquid.

(a) Requirements for certification-
(1) The requirements for certification
for chlortetracydline calcium sirup
(chlortetracycline calcium oral drops);
tetracycline sirup (tetracycline oral
drops); tetracycline magnesium sirup
(tetracycline magnesium oral drops) are

described under § 446.111 of this chapter.
(2) When it is packaged for dispens-

ing and intended solely for veterinary
use, its label and labeling shall comply
with all the requirements prescribed by
§ 446.111(a)(3) of this chapter, except
that in lieu of the statement, "Caution:
Federal law prohibits dispensing without
prescription", each package shall include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity and the state-
ment, "Warning-Not for use In animals
which are raised for food production."

.(b) Tests and methods of assay. The
tests and methods of assay for chlor-
tetracycline calcium sirup (chlortetra-
cycline calcium oral drops), tetracycline
sirup (tetracycline oral drops), tetracy-
cline magnesium sirup (tetracycline
magnesium oral drops), are described
under § 446.111 of this chapter.
(c) Conditions of marketing-(1)

Specifications. Tetracyline oral liquid
conforms to the standards of Identity,
strength, quality, and purity prescribed
by paragraph (a) of this section.

(2) Sponsor. Seer § 510.600(c) of this
chapter for Identification of the sponsors
as listed in paragraph (c) (5) of this
section.

(3) Special considerations. The quan-
tity of tetracycline in paragraph (c) (5)
of this section refers to the activity of
tetracycline hydrochloride.

(4) [Reserved]
(5) Conditions of use. It is used as tet-

racycline as follows:
(I) Dogs-(a) Amount. 25 or 100 milli-

grams per milliliter.
(b) Indications for use. For treatment

of infections caused by organisms sen-
sitive to tetracycline hydrochloride, such
as bacterial gastroenterltis due to E.
coli and urinary tract Infections due to
Staphylococcus spp. and E. coil.

(c) Limitations. Administer orally 25
milligrams per pound of body weight per
day given in divided doses ever 6 hours;
treatment should be continued until
symptoms have subsided and the tem-
perature is normal for 48 hours; not for
use in animals which are raised for food
production; Federal law restricts this
drug to use by or on the order of a 11-
censed veterinarian.

(W) Sponsor. See No. 000196 in § 510.-
600(c) of this chapter.
(li) Dogs and cats-(a) Amount. 100

milligrams per milliliter.
(b) Indications for use. For treatment

of infections caused by organisms sus-
ceptible to tetracycline hydrochloride,
such as bacterial gastroenteritis due to E.
coli and urinary tract infections due to
Staphylococcus spp. and E. colt.
(c) Limitations. Administer orally 25

milligrams per pound of body weight per
day given in divided doses every 6 hours:
treatment should be continued until the
temperature has been normal for 48
hours; not for use in food-producing ani-
mals; Federal law restricts this drug to
use by or on the order of a licensed
veterinaftan.

(W) Sponsor. See No. 000009 in § 510.-
600(c) of this chapter.

§ 546.180f Tetracycline oral suspension.
(a) Requirements for certifieaiioI -

(1) The requirements for certification for
tetracycline hydrochloride oral suspen-
sion (tetracycline hydrochloride homoge-
nized mixture); tetracycline phosphate
complex oral suspension (tetracycline
phosphate complex oral drops); tetra-
cycline hydrochloride oral solution; tet-
racycline calcium oral suspension; tet-
racycline oral suspension are described
under § 446.181c of this chapter.

(2) When It is packaged for dispens-
ing and intended solely for veterinary
use, Its label and labeling shall comply
with all the requirements prescribed by
§ 446.181c(a) (3) of this chapter, except
that in'lieu of the statement, "Caution:
Federal law prohibits dispensing with-
out prescription," each package shall in-
clude information containin- directions
and warnings adequate for the veterinary
use of the drug by the laity and thestate-
ment, "Warning-Not for use in animals
which are raised for food production."

(b) Tests and methods of assay. The
tests and methods of assay for tetracy-
cycline hydrochloride oral suspension
(tetracycline hydrochloride homogenized
mixture) ; tetracycline phosphate com-
plex oral suspension (tetracycline phos-
phate complex oral drops); tetracycline
hydrochloride oral solution; tetracycline
calcium oral suspension; tetracycline
oral suspension are described under
§ 446.181c of this chapter.

Subpart B-[Reserved]
Subpart C-Ophthalmic and Topical

Dosage Forms
§ 546.312 Clilortetracyclineftetracycline

opluixalmic and topical dosage forms.
§ 546.312a 3ldorietracycline-n e o m y-

cin-streptomycin I dlhydrostreptpmy-
cin ointment; tetracycline hydroelo-
ride-neomycin-streptomycin / dihy-
drostreptomycin ointment.

(a) Requirements for certification-
(1) Chlortetracycline-neomycin - strep--
tomycin ointment, chlortetracycline-ne-
omycin-dLhydrostreptomycin ointment,
tetracycline hydrochIoride-neomycin-
streptomycin ointment, and tetracycline
hydrochloride - neomycin -dihydrostrep-
tomycin ointment conform to all require-
ments and are subject to all procedures
prescribed by § 446.510a(a) of this chap-
ter for chlortetracycline hydrochloride
ointment and tetracycline hydrochloride
ointment, except that:

(1) They contain not less than 23
milligrams of chlortetracycline hydro-
chloride or tetracycline hydrochloride
per gram.

(i They contain not less than 14
milligrams of neomycin per gram. The
neomycin used conforms to the stand-
ards prescribed by § 444.42(a) (1) (i) (v),
and (vi) of this chapter.

(il) They contain not less than 14 mil-
ligrams of streptomycin or dihydrostrep-
tomycn per gram. The streptomycin
used conforms to the standards pre-
scribed by § 444.70a(a) (1) of this chap-
ter, except paragraph (a) (1) (iD, (iII),
(iv), and (v) of that section. The di-
hydrostreptomycin used conforms to the
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standards prescribed by § 444.10a(a) of
this chapter, except the standards for
sterility, toxicity, pyrogens, and hista-
mine.

(2) Its expiration date shall be 36
months after the month during which
the batch was certified

(3) In addition to complying with the
requirements of § 446.510a(a) (4) of this
chapter, a person who requests certifi-
cation of a batch shall submit with his
request a statement showing the batch
marks and (unless they were previously
submitted) the results and dates of the
latest tests and assays of the neomycin
and streptomycin or dihydrostreptomy-
cin used in making the batch for potency,
moisture, pH, streptomycin content of
the dihydrostreptomycin and crystallin-
ity if it is crystalline dihydrostreptomy-
cin. He shall also submit in connection
with his request a sample consisting of
not less than 8 packages of such ointment
and (unless they were previously submit-
ted) accurately representative samples
of the following, in the quantities indi-
cated:

(I) The neomycin used in making the
batch: 5 packages, each containing ap-
proximately equal portions of not less
than 0.5 gram.

(ii) The streptomycin or dihydrostrep-
tomycin used in making the batch; 6
packages, each containing approximately
equal portions of not less than 0.5 gram.

(b) Tests and methods of assay-(1)
Poteney-(i) Chlortetracycline content.
Proceed as directed in § 446.10a(b)
(1) (viii) of this chapter, except pre-
pare the sample by one of the fol-
lowing methods: Place an accurately
weighed sample of approximately 1
gram in an extraction funnel pre-
pared by fusing a ground-glass joint
to the top of a medium-porosity
sintered-glass filter funnel (30-milli-
meter diameter). Wash with five 10-
milliliter portions of warm iso-octane
and draw off the ointment base under
vacuum. Discard the iso-octane wash-
ings. Wash the residue in the funnel four
times with 10-milliliter portions of 0.3
percent piperldine in acetone solution.
Withdraw each washing under vacuum.
Combine the four washings in a 100-
milliliter volumetric flask and make to
mark with 0.1 M potassium phosphate
buffer, pH 4.5. The solution for assay
may also be prepared by placing a rep-
resentative portion of the sample (usu-
ally 1.0 gram, accurately weighed) in--a
glass blending jar containing 199 milli-
liters of 0.01 N HC1 and 1 milliliter of
polysorbate 80. Using a high-speed
blender, blend the mixture for 2 to 3
minutes and make proper estimated
dilutions using 0.1 M potassium phos-
phate buffer, pH 4.5. Its content of
chlortetracycline is satisfactory if it con-
tains not less than 85 percent of the
number of milligrams per gram of oint-
ment that It is represented to contain.

(Ii) Tetracycline hydrochloride con-
tent. Prepare the sample as directed in
paragraph (b) (1) (i) of this section
and proceed as directed in § 446.81a(b)
of this chapter. Its content of tetra-
cycline hydrochloride is satisfactory if
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it contains, not less than 85 percent of
the number Of milligrams iber gram of
ointment that it is represented to
contain.

(ili) Neomycin content. The residue
remaining in the funnel after the ex-
traction described in paragraph (b)(1)
(i) of this section contains the neomycin
and streptomycin or dihydrostreptomy-
cin. Wash this residue five times, using
10-milliliter aliquots of 0.1 M potassium
phosphate buffer, pH 8.0, drawing each
washing off under vacuum. Combine the
washings in a 100-milliliter volumetric
flask and make to mark with 0.1 M po-
tassium phosphate buffer, pH 8.0. Using
an aliquot of this aqueous solution,
proceed as directed in § 436.105 of
this chapter. If Staphylococcus epider-
midis is used as the test organism, pro-
ceed as directed in § 448.510d(b) (1) (ii)
of this chapter. The content of neomycin
is satisfactory if, it contains not less than
85 percent of the number of milligrams
per gram of ointment that it Lo repre-
sented to contain.

(iv) Streptomycin content. Using an
aliquot of the aqueous solution prepared
as directed in paragraph (b) (1) (ill) of
this section, proceed as directed in
§ 444.70a(b) (1) (i) through (ix) of this
chapter. The content of streptomycin
is satisfactory if it contains not less than
85 percent of the number of milligrams
per gram of ointment that it is repre-
sentecLto contain.

(v) Dihydrostreptomycin content. Us-
ing an aliquot of the aqueous solution
prepared as directed in paragraph (b)
(1) (iii) of this section, and the dilydro-
streptomycin working standard as the
standard of comparison, proceed as di-
rected in § 444.70a(b) (1) (i) through
(ix of this chapter. The content of di-
hydrostreptomycin is satisfactory if it
contains not less than 85 percent of the
number of milligrams per gram of oint-
ment that it is represented to contain.

(2) Moisture. Proceed as directed in
§ 540.380a(b) (2) of this chapter.
§ 546.312b Chlortetracyclineclilortetra-

cycline hydrochloride/tetracycline
hydrochloride ophthalmic.

(a) Requirements for certification-
(1) The requirements for certification
for chlortetracycline ophthalmic (chlor-
tetracycline hydrochloride ophthalmic);
tetracycline hydrochloride ophthalmic
are described under § 446.310a of this
chapter.

(2) When it is packaged for dispens-
ing and intended solely for veterinary
use, its label and labeling shall comply
with all the requirements prescribed by
§ 446.310a(a) (3) of this chapter, except
that in lieu of the statement "Caution:
Federal law prohibits dispensing without
prescription", each packagb shall include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity.

(b) Tests and methods of assay. The
tests and methods of assay for chlor-
tetracycline ophthalmic (chiortetracy-
cline hydrochloride ophthalmic); tetra-
cycline hydrochloride ophthalmic are de-.
scribed under § 446.310a of this chap-
ter.

§ 546.381 Tetracycline hydrochloride
ophthalmic and topical dosage forms.

§ 546.381a Tetracycline hydrochloride.
neomycin topical spray olntment.

(a) Requirements for certlfcaton-
(1) The requirements for certification
for tetracycline hydrochlorlde-neomycn
spray topical ointment are described
under § 446.581a of this chapter.

(2) When it is packaged for dispens-
ing and intended solely for veterinary
use, its label and labeling shall comply
with all the requirements prescribed by
§ 446.581a(a) (3) of this chapter, except
that in lieu of the statement "Caution:
Federal law prohibits dispensing without
prescription", each package shall include
information containing direotions ade-
quate for the veterinary use of the drug
by the laity.

(b) Tests and methods of assay, The
tests and methods of assay for tetra-
cycline hydrochloride-neomycn spray
topical ointment are described under
§ 446.581a of this chapter.
§ 546.381b Tetracycline hydrochloride.

neomycin in oil suspension,
() Requirements for certification.

The requirements for certification for
tetracycline hydrochlorlde-neomycln in
oil suspension are described under § 446.-
581b of this chapter, except, f it is in-
tended solely for veterinary use, it may
contain one or more suitable fungicides
and miticides. If It contains such Ingre-
dients, the labeling shall bear the name
and quantity of each contained In each
milliliter.
(b) Tests and methods of assay. The

tests and methods of assay for tetra-
cycline hydrochlorlde-neomycin In oil
suspension are described under § 440.-
581b(b) of this chapter, except, if it is
intended solely for veterinary use, it may
contain one or more suitable fungicides
and miticides. If It contains such ingre-
dients, the labeling shall bear the name
and quantity of each contained In each
milliliter.

Subpart D--Otlc Dosage Forms
§ 546.481 Tetracycline hydrochloride

otic.
(a) Requirement, for certification-

(1) The requirements for certification
for tetracycline hydrochloride otic (te-
tracycline hydrochloride for ear solu-
tion) are described under § 446A81 of
this chapter.

(2) When it is packaged for dispens-
ing and it Is intended solely for veteri-
nary use, Its label and labeling shall com-
ply with all the requirements prescribed
by § 446.481(a) (3) of this chapter except
.that in lieu of the .tatement "Caution:
Federal law prohibits dispensing without
prescription", each package shall include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity.

(b) Tests and methods of assay. The
tests and methods of assay for tetra-
cycline hydrochloride otic (tetracycline
hydrochlorde for ear solution) are de-
scribed unier § 446.481 of this chapter.
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Subparts E and F [Reserved]
Subpart G-Rectal Dosage Forms

§ 546.713 Chlortetracycline/cliortetra-
- cycline - hidrochloride/tetracycline,

hydrochloride suppositories.

(a) Requirements for certification-
(1) The requirements for certification for
chlortetracycline suppositories (chlor-
tetracycline hydrochloride supposi-
tories) ; tetracycline hydrochloride sup-
positories are described under § 446.610a
of this chapter. -

(2) When it is packaged for dispensing
and intended solely for veterinary use,
its label and labeling shall comply with
all the requirements. prescribed by
§ 446.610a(a) (3) of this chapter, except
that in lieu of the statement, "Caution:
Federal law prohibits dispensing without
prescription"' , each package shall include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity and the state-
ment, 'Warning-Not for use in animals
which are raised for food production."

(b) Tests and methods of assay. The
tests and methods of assay for chlortet-
racycline-suppositories (chlortetrac-cline
hydrochloride suppositories); tetracy-
cline hydrochloride suppositories are de-
scribed under § 446.610a of this chapter.

PART -548-CERTIFIABLE PEPTIDE
-"ANTIBIOTIC DRUGS FOR ANIMAL USE

Subpart A-Oral Dosage Forms
Sec.
548.110 Bacltracln powder.
548.111 Feed grade manganese bacltiacin

powder oral.
548.112 Bacltracin methylene disalicylate

oral dosage forms. -
548.112a Soluble bacitracin methylene di-

salicylate.
548.112b Tablets bacltracin methylene- di-

salicylate and streptomycin sul-
fate oral.

548.112c Capsules bacitracin methylene di-
salicylate and streptomycin sul-
fate oral.

548.112d Powder bacitracin methylene disall-
cylate and streptomycin sulfate
oral.

548.113 Crude, urefined, feed grade baci-
tracin/zinc bacitracin powder
oral.

548.114 Zinc bacitracin oral.
Subpart B-Implantation or Injectable Dosage

Forms
548212 Bacitracin methylene dlsaUcylate

tablets; bacltracln/zinc bacitracin
implantation pellets.

Subpart C-Ophthainc andi Toplcal Dosage
Forms

548.310 Bacitracin ophthalmic and topical
dosage forms. -

548310a Bacitracin ophthalmic.
548.310b Bacitracn - polymyxin,- neomycin

ointment.
548-213 Bacitracin/zinc bacitracin ophthal-

naic and topical dosage forms.
548.313a Bacitracin/zlnc bacitracin-neomy-

cin-polymyxin powder topical.
548.313b Bacltracn/zLnc bacitracin oint-

ment.
548214 Zinc bacitracin ophthalmic and top-

ical dosage forms.
548.214a Zinc bacitracin, polymyxin B sul-

fate, neomycin sulfate ophthalmic
ointment.

Sec.
548314b Zinc bacitracin, polymyuXl B Sl-

fate, neomycin sulfate, hydrocarti-
sone acetate, ophthalmic oint-
ment.

AuTHoRrrX: Secs. 807, 512, 59 stat. 463 as
amended, 82 Stat. 343-351 (21 U.S.C. 357,
360b).

Subpart A--Oral Dosage Forms
§ 548.110 Bacitracin powder.

(a) Requirements for certflcation-
(1) Standards of identity, strength,
quality and Purity. Bacitracin powder
is bacitracin, with or without suitable
ahd harmless buffer substances, preserv-
atives, dilutents, colorings, and flavor-
ings. It contains the equivalent of not
less than 10 grams of the bacltracin mas-
ter standard per pound. Its moisture con-
tent is not more than 5 percent. The
bacitracin used conforms to the stand-
ards prescribed therefor by § 448.10a(a)
(1) of this chapter, except paragraph
(a) (1) (WI), (iv), and (viii) of that sec-
tion. Each other substance used, if its
name Is recognized in the U. S.P. or N. F.,
conforms to the standards prescribed
therefor by such'officlal compendium.

(2) Packaging. In all cases the im-
mediate containers shall be tight con-
tainers as defined by the U. S. P. The
composition of the immediate containers
shall be such as will not cause any change
in the strength, quality, or purity of the
contents beyond any limit therefor in ap-
plicable standards, except that minor
changes so caused that are normal and
unavoidable in good packaging, storage,
and distribution practice shall be dis-
regarded.

(3) Labeling. Each package shall bear
on its label or labeling, as herinafter
indicated, the following:

(I) On the outside wrapper or con-
tainer and the immedlatd container:

(a) The batch mark.
(b) The number of units of bacitracin

per gram, the number of grams of bacl-
tracin abtivity per pound. and the weight
of the drug in the Immediate container.

(c) The statement "Expiration date
-", the blank being filled In with

the date that is 18 months after the
month during which the batch was cer-
tified.

(d) The statement "For oral veter-
inaxy use only."

(e) If It is intended for use in animals
raised for food production, it shall be
labeled in accordance with the require-
ments of paragraph (c) of this section
and Part 558 of this chapter.

(ii) On the circular or other labeling
within or attached to the package; ade-
quate directions and warnings for the
veterinary use of such drug by the laity.

(4) Request for certification; samples.
(I) In addition to complying With the
requirements of § 514.50 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark. the
number of packages of each size in such
batch, the batch mark and (unless It was
previously submitted) the date on which
the latest assay of the bacitracin used
In making such batch was completed.

the quantity of each Ingredient used in
making the batch, the date on which the
latest assay of the dru. comprising such-
batch was completed, and a statement
that each other ingredient used con-
forms to the requirements prescribed
therefor by this section.

(11) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following,
made by him on an accurately repre-
sentative sample of:

(a) The batch: Units of bacitracin
per gram, and moisture.

(b) The baeltracin used in making
the batch: Potency, toxicity, moisture,
pH, and ash content.

(Ill) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request in the quantities here-
inafter indicated, accurately representa-
tive samples of the following:

(a) The batch: 1 immediate container
for each 5,000 immediate containers in
the batch, but in no case less than 6 im-
mediate containers, unless each such
container is packaged to contain more
than 30 grams, in which case the sample
shall consist of 30 grams for each 5,000
Immediate containers in the batch, but
In no case less than six 30-gram por-
tions or more than twelve 30-gram par-
tions. Such samples shall be collected by -
taking single immediate containers or
30-gram portions at such Intervals
throughout the entire time of packaging
the batch that the quantities packaged
during the intervals are approximately
equal.

(b) The bacitracin used in making the
batch: 6 packages, each containing ap-
proximately equal portions of not less
than 500 milligrams, packaged in ac-
cordance with the requirements of
§ 448.10a(a) (2) of this chapter.

(c) In case of an initial request for
certification, each other-substance used
In making the batch: 1 package of each
containing approximately 5 grams.

(iv) No result referred to in paragraph
(a) (4) (1i) (b) of this section, and no
sample referred to in paragraph (a) (4)
(111) (b) of this section, is required if
such result or sample has been previously
submitted.

(b) Tests and methods of assay-
(1) Potency. Proceed as directed in
§ 448.10a(b) (1) (1) of this chapter, ex-
cept in lieu of the directions for prepar- -
Ing the sample in § 448.10a(b) (1) (i) (b)
of this chapter, prepare the sample as
follows: Place an accurately weighed
sample of approximately 1 to 5 grams in
a 100-milliliter volumetric flask, dissolve
in 1 percent phosphate buffer, and dilute
to 100 milliliters with I percent phos-
phate buffer. Dilute a suitable allquot
with 1-percent phosphate buffer to a
concentration of 1 unit pej millili-
ter (estimated). Its potency is satisfac-
tory If It contains not less than 85 per-
cent of the number of units of bacitracin
per pound that It s represented to
contain.
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(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) (1) of this chapter.

(c Conditions of marketing-()
Specifications. Bacitracin is the antibi-
otic substance produced by growth of
Bacillus subtilis var. Tracy or the same
antibiotic substance produced by other
means, and for the purpose of this sec-
tion refers to bacitracin or feed grade'
bacitracin.

(2) Sponsor. See No. 032707 in
§ 510.600(c) of this chapter.

(3) Special considerations. Antibiotic
activities authorized are expressed in this
section in terms of the weight of the
appropriate antibiotic standard.

(4) Related tolerances. See § 556.70 of
this chapter.

(5) Conditions of use. It is used in
drinking water as follows:

(I) Chickens-(a) Amount per gallon.
100 to 200 milligrams.

(1) Indications for use. Prevention of
chronic respiratory disease (air-sac in-
fection); blue comb (nonspecific infec-
tious enteritis).

(2) Limitations. Prepare a fresh solu-
tion daily.

(b) Amount per gallon. 200 to 1,000
milligrams.

(1) Indications for use. Treatment of
chronic respiratory disease (air-sac in-
fection); blue comb (nonspecific infec-
tious enteritis).

(2) Limitations. Prepare a fresh solu-
tion daily.

(ii) Swine-(a) Amount per gallon.
100 to 200 milligrams.

(1) Indications for use. Aid in preven-
tion of bacterial swine enteritis (scours).

(2) Limitations. Prepare a fresh solu-
tion daily.

(b) Amount per gallon. 200 milligrams.
() Indications for use. Treatment of

bacterial swine enteritis (scours).
(2) Limitations. Prepare a fresh tolu-

tion daily.
(Iii) Turkey-(a) Amount per gallon.

100 to 200 milligrams.
(1) Indications for use. Prevention of

infeatious sinusitis; blue comb (mud
fever). *

(2) Limitations. Prepare a fresh solu-
tion daily.

(b) Amount per gallon. 200 to 1,000
milligrams.

(1) Indications for use. Treatment of
infectious sinusitis; blue comb (mud
fever).

(2) Limitations. Prepare a fresh solu-
tion daily.
§ 548.111 Feed grade manganese baci-

tracin powder oral.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality and purity. Feed grade man-
ganese bacitracin powder oral is a
mixture of the manganese salt of a
kind of bacitracin or a mixture of two or
mpre such salts, with or without one or
more essential vitamins and mineral sub-
stances for nutritive purposes and with
or without one or more suitable and
harmless diluents. It contains the equiv-
alent of not less than 5 grams of the
bacitracin master standard per pound.
Its moisture content is not more than 8.0
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percent..The manganese bacitracin used,
in making the batch has a potency of not
less than 2.0 units per milligram, it con-
tains not more than 1.0 gram of manga-
nese for each gram of bacitracin, and its
moisture content is not more than 6.0
percent. Each other substance used, if
its name is recognized in the U.S.P. or
N.F., conforms to the standards pre-
scribed therefor by such official
compendium.

(2) Packaging; labeling; requests for
certiftcation,csamples. Feed grade man-
ganese bacitracin powder oral conforms
to all requirements and procedures pre-
scribed for feed grade zinc bacitracin
powder oral by § 548.113(a) (2), except:

(i) Its 'expiration date shall be 12
months.

(ii) Its labeling is such that, when the
drug is mixed with animal feed accord-
ing to the directions contained therein,
such medicated feed- complies with the
requirements of § 510.510 of this chapter
and the requirements of regulations in
Part 558 of this chapter.

(b) Tests and methods of assay-
(1) Proceed as directed in § 448.10a(b)
(1) of this chapter, except in lieu of
paragraph (b) (1) (1) (b) of that section
prepare the sample as follows:

(i) Place 2 grams of the sample in a
150-milliliter beaker, add 5 milliliters of
10 percent HC1 and stir 1 minute. Check
pH with test paper. If PH Is greater
than 2 add more acid until PH 2 is
reached. Add 45 milliliters of pyridine-
buffer solution (mix 9 volumes pyridine
and 31 volumes pH 6.0 buffer) and trans-
fer the mixture to a centrifuge tube.
Shake well for 5 minutes then centrifuge
for 15 rhinutes at 2,000 r.p.m. Dilute an
aliquot of the clear solution with enough
pH 6.0 buffer to obtain an estimated con-
centration of 0.20 unit per millillter.

(ii) Prepare the following dilutions in
0.1 MpH 6 buffer from the stock solution
for the standard curve: 0.025, 0.05, 0.1,
0.2, 0.4, and 0.8 unit per milliliter with
0.2 unit per milliliter as the reference
concentration. Also add 10 milliliters
of agar to each petri dish instead of 21
milliliters.
Its potency is satisfactory if It contains
not less than 85 percent of the number
of grams of manganese bacitracin per
pound that it is represented to contain.

(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) (i) of this chapter.

(3) Manganese bacitracin used in
making the batch-(i) Potency. Proceed
as directed in § 448.13(b) (1) of this
chapter.

(ii) Moisture. Proceed as directed in
§ 440.80a(b) (5) () of this chapter.

(ili) Manganese content-(a) Re-
agents.

Nitric acid (69.0 percent-71.0 percent)
A.C.S.I

Sulfuric acid (95.0 percent-8 percent)
A.CS.

Phosphoric acid (85 percent) A.O.S.
Potassium perlodate (99.8 percent).

(b) Manganese standard solution.
Dissolve in a flask about 300 milligrams
of potassium permanganate (A.C.S.) in

'American Chemical Society.

100 milliliters of water and boll the solu-
tion for about 15 minutes. Stopper the
flask, allow it to stand for at least 2 dayD,
and filter through asbestos. Standardize
the solution as follows: Weigh accurately
about 20 milligrams of sodium oxalate,
previously dried at 1100 C. to constant
weight, and dissolve It in 25 milliliters of
water. Add 1 milliliter of sulfuric acid,
heat to about 700 C., and slowly add the
permanganate solution from a buret,
with constant stirring until a palo-pink
color is produced that persists for 15
seconds. The temperature at the con-
clusion of the titration should not be less
than 60* C. Calculate the concentration
of the manganese In the standard. Store
it in a glass-stoppered, amber-colored
bottle. •

(c) Procedure. Accurately weigh 200
milligrams to 300 milligrams of the
sample into a 30-milliliter tieldabl flask.
Add 5 milliliters of nltric acid and 2 mil-
liliters of sulfuric acidI and heat with a
full flame, adding nitric acid dropwlso
as needed to prevent charring of sample
until SO fumes appear. Cool, dilute
with water, and boil until SO, fumes re-
appear. After cooling, dilute the sample
to 50 milliliters. To a 5-milliliter aliquot
add 3 milliliters of phosphoric acid, 3
milliliters of sulfuric acid, 0.3 gram of
potassium perodato and water to a vol-
ume of 75 milliliters. Boll for 5 minutes
and continue heating in a boiling water
bath for an additional 30 minute .
When cool, dilute the sample to 100 mlli-
liters and determine the permanganate
color on a spectrophotometer against a
water blank at 525 millimlorons, The
amount o~aanganese that Is present can
be determined by comparing the ab-
sorbance to a standard curve prepared
by pipetting 3.0-, 5.0-, 10.0-, and 15.0-
milliliter aliq,'0. of the manganese
standard solution into separate 100-
milliliter volumetric flaskm. Add 3.0
milliliters of phosphoric acid and 3.0
milliliters of sulfuric acid to each, and
dilute to mark. In a suitable spectre-
photometer, determine the absorbanco
of the solutions at 525 mlllimicrons, us-
ing water as a blank.
§ 548.112 Bacitracin methyleno dl-

salicylate oral dosage forms.
§ 548.112a Soluble bacitracin metityl-

eno disalicylate.
(a) Requirements for certiflcation-

(1) Standards of identity, strength,
quality, and purity, Soluble bacitracin
methylene disallcylate is a mixture of
bacitracin methylene disallcylate, so-
dium carbonate, and sodium bicarbonate,
with or without suitable and harmless
diluents. It contains the equivalent of
not less than 25 grams of the bacitracin
master standard per pound. Its mois-
ture content is not more than 8.5 percent,
Its pH in an aqueous solution containing
200 units per milliliter is not less than 8.5
and not more than 9.5. The bacitracin
methylene disailcylate used conforms to
the requirements of § 539.310a(a) of this
chapter. Each other substance used, If
its name is recognied In the U.S.P. or
N.F., conforms to the standards pro-
scribed therefor by such official compen.
dium.
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(2) Packaging; labeling; requests for
certiftcation, samples. Soluble bacitracin
methylene disalicylate conforms to all
requirements and procedures prescribed
for bacitracin methylene disallcylate by
§ 539.310a (b), (c), and (d) of this
chapter, except that the person who re-
quests certification of a batch shall sub-
mit with his request (unless previously
submitted) a sample consisting of five
immediate containers, each containing
approximately 5 grams, of the bacitracin
methylene disalicylate used if making
the batch.

(b) Tests and methods of assay-
a) Potency. Proceed as directed in
§ 448.10a(b) (1) (i) of this chapter, ex-
cept in lieu of the directions for prepar-
ing the sample in § 448.10a(b) (1) (1) b)
of this chapter, prepare the sample as
follows: Place an accurately weighed
sample of approximately 1 -gram In a
blending Jar, add 99 milliliters of an
aqueous solution of-2 percent sodium bi-
carbonate and 1 milliliter of polysorbate

.80 and blend for 3 minutes in a high-
speed blender. Allow the foam to sub-
side. Dilute a suitable aliquot with I
percent phosphate buffer to a concentra-
tion of one unit per milliliter. Its po-
tency is satisfactory if it contains not
less than 85 percent of the bacitracin
activity per pound that it is represented
to contain.

(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) (.) of this chapter.

(3) pH. Proceed as directed in § 440.-
80a(b) (5) (i) of this chapter, using a
soldtion containing 200 units per mini-
liter.

(c) Conditions of' marketing-Cl)
Specifications. Bacitracin methylene di-
salicylate is the methylene disalicylate
salt of the antibiotic substance produced
by growth of Bacillus- subtilis var. Tracy
or the same antibiotic substance pro-
duced by any other means and, for the
purposes of this section, refers to baci-
tracin methylene disalicylate or feed
grade -bacitracin methylene disalicylate.

(2) Sponsor. See No. "000794 in
§ 510.600(c) of this chapter.

(3) Special considerations. Antibiotic
activities authorized in paragraph (c) (5)
of this section -are expressed in terms of
the weight of the appropriate antibiotic
standard.

(4) Related tolerances. See § 556.70 of
this chapter.

(5) Conditions of use. It is used in
drinking water as follows:

(i) Chickens-(a) Amount per gallon.
100 to 200-milligrams.

(1) Indications for use. Prevention of
chronic respiratory disease (air-sac in-
fection); blue comb (nonspecific infec-
tious enteritis).

(2) Limitations. Prepare a fresh solu-
tion daily.

(b) Amount per. gallon. 200 to 400
milligrams.

(1) Indications for use. Treatment of
chronic respiratory disease (air-sac in-'
fecti6n); blue comb (nonspecific infec-
tious enteritis).

(2) Limitations. Prepare a fresh solu-
tion daily.

(ii) Swine-(a) Amount per gallon.
100 to 260 milligrams.

(1) Indications for use. Aid in preven-
ti6n of bacterial swine enterits (scours).

(2) Limitations. Prepare a fresh solu-
tion daily.

(b) Amount per gallon. 200 milligrams.
(1) Indications for use. Treatment of

bacterial swine enteritis (scours). -
(2) Limitations. Prepare a fresh solu-

tion daily.
(ii) Turkeys-(a) Amount per gallon.

100 to 200 milligrams.
(1) Indications for use. Prevention of

infectious sinusitis; blue comb (mud
fever).

(2) Limitations. Prepare a fresh solu-
tion daily.

(b) Amount -per gallon. 200 to 400
milligrams.

(1) Indications for use. Treatment of
Infectious sinusitis; blue comb (mud
fever).
- (2) Limitations. Prepare a fresh solu-
tion daily.
§ 548.112b Tablets bacitracin mcthylene

disalicylate and streptormycin sulfate
oral.

(a) Requirements for certiflcation.
Tablets bacltracin methylene disalic-
ylate and streptomycin sulfate oral
are tablets that conform to all require-
ments and are subject to all procedures-
prescribed by § 548.112d(a) for powder
bacitracin methylene disalicylate and
streptomycin sulfate oral, except that:

(1) Each tablet shall contain not less
than 150 units of bacitracin activity and
not less than 15 milligrams of streptomy-
cin activity. Tablets not exceeding 15
millimeters in diameter, or not intended
only for preparing solutions, shall dis-
integrate within I hour.

(2) In lieu of the directions for label-
ing prescribed by § 548.112d(a) (3) (1) (b),
each package shall bear on the outside
wrapper or container and the inmediate
container the quantity of each antibiotic
in each tablet.

(3) In lieu of the directions for sam-
pling the batch as prescribed in § 548.-
l12d(a) (4) (iI1) (a), the batch shall be
sampled as follows:

(I) For potency and moisture:- One
tablet for each 5,000 tablets in the batch,
but in no case less than 30 tablets, col-
lected by taking single tablets through-
out the entire time of tableting so that
the quantities tableted during the inter-
vals are approximately equal.

(ii) For disintegration-time studies: 6
tablets..

(b) Tests and methods of assay-l)
Potency-C() Bacitracin content. Use
5 finely powdered tablets and proceed as
directed in § 548.112d(b) (1) (i). Its bac-
tracin activity is satisfactory if It is not
less than 85 percent of that which It is
represented to contain.

(ii) Streptomycin content. Proceed as
directed in § 544.173a(b) (1) (1) of this
chapter. Its streptomycin activity is sat-
isfactory if It is not less than 85 percent
of that which It is represented to con-
tain.

(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) (1) of this chapter.

(3) Disintegration time. Proceed as
directed in § 440.80a(b) (3) of this chap-
ter.

§548 .112c Capmles bacitracin meth-
ylene disalicylate and streptomycin
sulfate oral.

(a) Requirements for certification.
Capsules bacltracin methylene disalic-
ylate and streptomycin sulfate oral are
capsules that confornto all requirements
and are subject to" all procedures pre-
scribed by § 548.112b(a) for tablets bac-
Itracin methylene disalicylate and strep-
tomycin sulfate oral.

(b) Tests and Methods of assay-
C1) Potency-l) Bacitraci content.
Using a representative number of cap-
sules (usually five) in a blending jar,
proceed-as directed in § 548.112d(b) ()
(I). Its bacitracin content is satisfactory
if It contains not less than 85 percent of
that which It is represented to contain.

(Ci) Streptomycin content Using the
contents of a representative number of
capsules (usually six), proceed- as di-
rected in § 444.70a(b) (1) (i) through
(lx), of this chapter, and use 0.1 M po-
tassium phosphate buffer, pH 8.0,. for
preparing the sample instead of sterile
distilled water as directed in § 444.70a
(b) (1)Cv). Its content of streptomycin
is satisfactory if It contains not less than
85 percent of that which it is represented
to contain.

(2) Moisture. Proceed as directed in
§ 440.80a(b) (5) (1) of this chapter.

§548.112d Powdei" bacitracin nethyl-
ene disalicylate and streptomycin
sulfato oral.

(a) Requirements for certifeation--
(1) Standards of identity, strength,
quality, and purity. Powder bacitracin
methylene disalcylate and streptomycin
sulfate oral is a mixture of bacitracin
methylene disalicylate and streptomy-
clin sulfate oral, with or without one or
more suitable and harmless adsorbent
ingredients, diluents, colorings, and fia-
vorings. Each gram contains not less
than 200 units of bacitracin activity and
not less than 20 milligrams of strepto-
mycin activity. Its moisture ,content is_
not more than 7.5 percent. The bacitra-
cin methylene disallcylate used conforms
to the requirements prescribed by
§ 539.310(a) (1) of this chapter. The
streptomycin sulfate oral used conforms
to the standards prescribed by § 539.-
170(a) (1) of this chapter. Each other
Ingredient used, if its name is recognized
in the U.S.P. or N.F., conforms to the
standards prescribed therefor by such
official compendium.

(2) Packaging. In all cases the iii-
mediate containers shall be tight con-
tainers as defined by the U. S. P. and
shall be of such composition that they
will not cause aiiy change in the
str6ngth, quality, or purity.of the con-
tents beyond any limit thez-for in appli-
cable standards, except that minor
changes so caused that are normal and
unavoidable in good packaging, storage.
and distribution practice shall be dis-
regarded.

(3) Labeling. Each package shall
bear en its label or labeling, as herein-
after indicated, the following:

(I) On the outside wrapper or con-
tainer and the immediate container:

FEDERAL REGISTER, VOL. 40, NO. 60-THURSDAY, MARCH 27, 1975

13935



RULES AND REGULATIONS

(a) The batch mark.
(b) The number of units of bacitracin

activity and the-number of milligrams of
streptomycin activity per gram and the
total number of grams in the immediate
container.

(c) The statement "Expiration date
-- ", the blank being filled in with
the date which is 24 months after the
month during which the batch was cer-
tified, except that the blank may be filled
in with the date that is 36 months, 48
months, or 60 months after the month
during which the batch was certified If
the person who requests certification-has
submitted to the Commissioner results
of tests and assays showing that after,
having been stored for such period of
time such drug as prepared by him
complies with the standards prescribed
by paragraph (a)(1) of this section.

(d) The statement "For oral veteri-
nary use only".

(e) The statement, "Warning: Not for
use in animals which are raised for food
production".

() If it contains adsorbent ingredi-
ents, the name of each.

(Ii) On the circular or other labeling
within or attached to the package, ade-
quate directions and warnings for the
veterinary use of such drug by the laity.
Such circular or other labeling may also
bear a statement that a brochure or
other printed matter containing infor-
mation for other veterinary uses of such
drug by a veterinarian licensed by law
to administer it will be sent to such
veterinarian on request.

(4) Request for certification; sam-
ples. (i) In addition to complying with
the requirements of § 514.50 of this
chapter, a person who requests cer-
tification of a batch shall submit
with his request a statement show-
ing the batch mark, the number of
packages of each size in such batch, the
batch marks and (unless they were pre-
viously submitted) the dates on which
the latest assays of the bacitracin
methylene disalicylate and streptomycin
sulfate oral used in making such batch
were completed, the quantity of each
ingredient used in making the batch,
the date on which the latest assay of
the drug comprising such batch was
completed, and a statement that each
other ingredient used conforms to the
requirements prescribed therefor by this
section.

(ii) Except as otherwise provided by
paragraph (a) (4) (iv) of this section,
such person shall submit in connection
with his request results of the tests and
assays listed after each of the following.
made by him on an accurately repre-
sentative sample of:

(a) The batch; units of bacitracin ac-
tivity per gram, milligram of strepto-
mycin activity per gram, and moisture.

(b)' The bacitracin methylene disali-
cylate and the streptomycin sulfate oral
veterinary used in making the batch;
potency, toxicity, moisture, and pH.

(Iii) Except as otherwise provided by
paragraph (a) (4) (iv) of this section
such person shall submit in connection
with his request, in the quantities here-

inafter indicated, accurately represent-
ative samples of the following:

(a) The batch; 1 immediate container
for each 5,000 immediate containers in
the batch, but in no case less than 6
immediate containers, unless each such'
container is packaged to contain more
than 30 grams, in which case the sample
shall consist of 30 grams for each 5,000
immediate containers in the batch, but
in no case less than six 30-gram portions.
Such samples shall be collected by taking
single immediate containers or 30-gram
portions at such intervals throughout the
entire time of packaging the batch that
the quantities packaged during the in-
tervals are approximately equal.

(b) The bacitracin methylene disalic-
ylate used in making the batch; 5
packages containing approximately equal
portions of not less than 5 grams each,
packaged in accordance with the re-
quirements of § 539.310(a) (2) of this
chapter.

(c) ,The streptomycin sulfate oral
veterinary used in making the batch;
5 packages containing approximately
equal portions of not less than 1.0 gram
each, packaged in accordance with the
requirements of § 539.170(a) (2) of this
chapter.

(d) In cse of an initial request for
certification, the other ingredient used
in making the batch; 1 package of each
containing approximately 5 grams.

(iv) No result referred to in paragraph
(a) (4) (ii) (b) of this section, and no
sample referred to in paragraph (a) (4)
(iii) (b) and (c) of this section, is re-
quired if such result or sample has been
previously submitted.

(b) Tests and methods of assay.
(1) Potency-(i) Bacitracin content.
Proceed as directed in § 443.10a(b) (1)
(i) of this chapter, except paragraph
(b) (1) (1) (b) and (c) of that section. In
lieu of the. directions in § 443.10a(b) (1)
(i) of this chapter, prepare the sample
as follows: Place an accurately weighed
sample of approximately 5 grams in a
blending jar. Add sufficient dimethyl-
formamide so that when the sample is
diluted to its reference point the concen-
tration of dimethylformamide in the final
blank is no greater' than 20 percent.
Blend for 3 to 5 minutes. Filter through
filter paper immediately. Remove an
aliquot of the filtrate at once and dilute
to 1 unit per milliliter with 1.0 percent
phosphate buffer, pH 6.0. Add sufficient
dimethylformamide to the working solu-
tion of the standard so that the concen-
tration of dimethylformamide is the
same as that in the sample being tested.
In lieu of the directions in § 448.10a(b)
(1) (I) (c) of this chapter, use one of the
test organisms described in- § 436.505 (a)
(2) (ii) of this chapter.

NoTz: Pyrldine may be substituted for di-
methylformamlde in the procedure described
in paragraph (b) (1) (1).

Its potency is satisfactory If it contains
not less than 85 percent of the units
of bacitracin activity that It Is repre-
sented to contain.

(ii) Streptonycin content. Proceed as
directed in § 444.70a(b) (1) of this chap-
ter. Its content of streptoinycin is satis-

factory if it contains less than 85 percent
of the-number of milligrams of strepto-
mycin activity per gram that it Is repre-
sented to contain.

(2) Moisture, Using a 1.0-gram sam-
ple, proceed as directed In § 440,80a(b)
(5) (1) of this chapter.
§ 548.113 Crude, unrefined, feed grade

bacitracin/zinc bacitracin powder
oral.

(a) Requirements for certification-
(1) Standards of identity, strength,
quality, and purity. Feed grade bacitra-
cin powder oral Is bacitracin with or
without one or more essential vitamins
and mineral substances for nutritive
purposes and with or without one or
more suitable and harmless diluents.
Feed grade zinc bacitracin powder oral
is a mixture of zinc bacitracin and zinc
proteinates, with or without one or more
essential vitamins and mineral sub-
stances for nutritive purposes and with
or without one or more suitable and
harmless diluents. They contain the
equivalent of not less than 2.5 grams of
the bacitracin master standard per
pound, except that if It Is zinc bacitracln
powder it contains the equivalent of not
less than 5 grams of the bacitracin mas-
ter standard per pound. Their moisture
content is not more than 5 percent. The
bacitracin used in making the batch has
a potency of not less than 5 units per
milligram, and Its moisture content Is
not more than 5 percent. The zinc bac-
tracin used In making the batch has a
potency of not less than 2 units per milli-
gram, not more than 2 grams of zinc for
each gram of bacitracin, and Its moisture
content Is not more than 6 percent.
Each other substance used, If its name Is
recognized In the U.S.P. or N, F., con-
forms to the standards prescribed there-
for by such official compendium.

(2) Labeling-Each package shall
bear on Its label or labeling, as herein-
after indicated, the following:

(I) On the outside wrapper or con-
tainer and the minedlate container:

(a) The batch mark.
(b) The number of grams of bacitra-

cin activity per pound, and the weight of
the drug In the immediate container,

(c) The statement "Expiration date
-", the blank being filled In

with the date that Is 18 months after the
month during which the batch was certi-
fied, except that an expiration date of 24
months or 36 months may be used if the
manufacturer has submitted to the Com-
missioner results of tests and essays
showing that, after having been stored
for such period of time, such drug as pro-
pared by him complies with the stand-
ards prescribed by paragraph (a) (1) of
this section.

(d) The statement "For oral veteri-
nary use only".

(e) If it Is intended for use in animals
raised for food production, it shall be
labeled in accordance with the require-
ments of paragraph (c) of this section
and Part 558 of this chapter.

(ii) On the circular or other labeling
within or attached to the package, ade-
quate directions and warnings for the
veterinary use of such drug by the laity,
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(3) Request for certification; samples.
(i) In addition to complying with the
requirements of § 514.50 of this chapter,
a person who requests certification of a
batch shall submit with his request a
statement showing the batch mark, the
number of packages of each size in such
batch, the batch mark and (unless it was
previously submitted) the date on which
the latest assay of the bacitracin used in
making such.batch was completed, the
quantity of each ingredient used in mak-
ing the batch, the date on which the
latest assay of the drug comprising such
batch was completed, and a statement
that each other ingredient used conforms
to the requirements prescribed therefor,
by this section.

(ii) Except as otherwise provided by
paragraph (a) (3) (iv) of this section,
such person shall submit, in connection
with his request, results of the tests and
assays Uisted after each of the following,
made by him on an accurately repre-
sentative sample of:

(a) The batch: Grams of bacitracin
per pound and moisture.

(b) The bacitracin used in making the
batch: Potency, moisture, and zinc con-
tent, if the bacitracin used is zinc baci-
tracin.

(iii) Except as otherwise provided by
paragraph (a) (3) (iv) of this section,
such person shall submit in connection
with his request, in the quantities here-
inafter indicated, accuqrately representa-
tive samples of the following:

(a) The batch: 1 immediate container
for each 5,000 immediate containers in
the batch, but in no case less than 6 im-
mediate containers, unless each such
container is packaged'to contain more
than 30-grams, in which case the sample
shall consist of 30 grams of each 5,000
immediate containers in the batch, but in
no case less than six 307gram portions or
more than twelve 30-gram portions.
Such samples shall be collected by taking
single immediate containers of 30-gram
portions at such intervals throughout the
entire time of packaging the batch that
the quantities packaged during the inter-
vals are approximately equal.

(b) The bacitracin used in making the
batch: Three -packages consisting of a
composite of 6 portions of approximately
500 milligrams each taken at' random
from different locations in the batch,
packaged in accordance with the require-
ments of § 510A5 of this chapter.

(c) In case of an initial request for
certification; each other substance used
in making the batch: 1 package of each
containing approximately 5 grams.

(iv) No result referred to in paragraph
(a) (3) (ii) (b) of this section, and no
sample referred to in paragraph (a) (3)
(iii) (b) of this section, is required if
such result or sample has been previously
submitted.

(b) Tests and methods of assay-()
Feed grade bacitracin or zinc bacitracin
powder oral-(i) Potency. Proceed as di-
rected in § 548.110(b) (1), except if it is
feed grade zinc bacitracin powder oral
proceed as directed in § 448.13(b) (1) of
this chapter. Their potency is satisfac-
tory if they contain not less than 85-per-

cent of the number of grams of bac-
tracin or zinc bacitracin per pound that
they are represented to contain.

(i) Moisture. Proceed as directed In
§ 440.80a(b) (5) (1) of this chapter.

(2) Bacitracin or zinc bacitracin used
in making the batch-(l) .Potency.
Proceed as directed in § 448.10a(b) (1)
of this chapter, except if it is zinc bac-
tracin proceed as directed in § 448.13(b)
(1) of this chapter.

(i) Zinc content (if zinc bacitracin is
used). Proceed as directed In § 448.13(b)
(5) of this chapter.

(III) Moisture. Proceed as directed In
§ 440.80a(b) (5) (1) of this chapter.

(c) Conditions of marketing. If It is
feed grade bacitracin powder, Its conil-
tions of marketing are described In
§ 548.110(c). If It Is feed grade zinc
bacitracin powder, oral, Its conditions of
marketing are described in § 548.114(c).
§ 548.114 Zinc bacitracin oral.

(a) Requirements for certification.
The requirements for certification for
zinc bacitracin oral are described under
§ 548.113 (a).

(b) Tests and methods of assay. The
tests and methods of assay for zinc
bacitracin oral are described under
§ 548.113(b).

(c) Conditions of marketing-M(1)
Speciftcations. Zinc bacitracin is the zinc
salt of the antibiotic substance produced
by growth of Bacillus subtilis var. Tracy
or the same antibiotic substance pro-
dhced by any other means, and for the
purposes of, this section refers to zinc
bacitracin or feed gritde zinc bacitracin.

(2) Sponsor. See No. 012769 In § 510,-
600(c) of this chapter.

(3) Special considerations. Quantities
of zinc bacitracin expressed in paragraph
(c) (5) of this section refer to the weight
of an appropriate antibiotic standard.

(4) Related tolerances,. See § 556.70 of
this chapter.

(5) Conditions of use. It is used in
drinking water as follows:

(I) Chlckens-(a) Amount per gallon.
100 to 200 milligrams.

(1) Indications for use. Prevention of
chronic respiratory disease (air-sac In-
fection); blue comb (nonspecific infec-
tious enteritis).

(2) Limitations. Prepare a fresh solu-
tion daily.

(b) Amount per gallon. 200 to 1,000
milligrams.

(1) Indications for use. Treatment of
chronic respiratory disease (air-sac in-
fection); blue comb (nonspecific Infec-
tious enteritis).

(2) Limitations. Prepare a fresh solu-
tion daily.

(I) Swine-(a) Amount per gallon.
100 to 200 milligrams.

(1) Indications for use. Aid in preven-
tion of bacterial swine enteritis (scours).

(2) Limhitations. Prepare a fresh solu-
tion daily.

(b) Amount per gallon. 200 milligrams.
(1) Indications for use. Treatment of

bacterial swine enteritis (scours).
(2) Limitations. Prepare a fresh solu-

tion daily.
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(ill) Turkeys-(a) Amount per gallon.
100 to 200 milligrams.

(1) Indications for use. Prevention of
Infectious sinusitis; blue comb (mud
fever).

(2) Limitations. Prepare a fresh solu-
tion dally.

(b) Amount per gallon. 200 to 1,000
milligrams.

(1) Indications for use. Treatment of
Infectious sinusitis; blue comb (mud
fever).

(2) Limitations. Prepare a fresh soli-
tion daily.

Subpart B-Implantation or Injectable
Dosage Forms

§548.212 Bacitracin mcthylene disa-
licylate tables; bacitracin/zinc baci-
traci implantation pellets.

(a) Requirements for certiffeation.
The requirements for certification for
bacltracin methylene disallcylate tablets;
bacitracin implantation pelletS; zinc bac-
itracin Implantation pellets are de-
scribed under § 448.110a of this chapter,
with the following exceptions:

(1) Standards of Identity, strength,
quality, and purity: The bacitracin
methylene used conforms to the stand-
ards of § 539.310(a) (1) of this chapter.

(2) Labeling: When It is packaged for
dispensing and intended solely for vet-
erinary use, Its label and labeling shall
compy with all the requirements pre-
scribed by § 448.110a(a) (3) of this chap-
ter, except that In lieu of the statement,
"Caution: Federal law prohibits dispens-
ing without prescription", each package
shall include information containing di-
rections and warnings adequate for the
veterinary use of the drug by the laity
and the statement, "Warning-Not for
use in animals which are raised for food
production."

(3) Request for certification; samples:
As prescribed In § 448.110a(a) (4) (111) of
this chapter, a person shall submit with
his request accurately representative
samples of the bacitracin methylene di-
salicylate used in making.the batch; 5
packages containing approximately
equal portions of not less than 5 grams
each, packaged in accordance with the
requirements of § 539.310 (a) (2) of this
chapter.

(b) Tests and methods of assay. The
tests and methods of assay for baci-
tracin methylene disalicylate tablets are
described under § 448.110a of this chap-
ter, except for the potency test described
in § 448.110a(b) (1) of this chapter, use
99 mlliliters of an aqueous solution of
2-percent sodium bicarbonate and 1
milliliter of polysorbate 80. For the dis-
integration time as described in § 448.-
ll0a(b) (3) of this chapter, proceed as
directed In § 540.173b(b) (3) of this
chapter.

Subpart C-Ophthalmic and Topical
Dosage Forms

§548.310 Bacitracin ophthalmic and
topical dosage forms.

§ 548.310a Bacitracin ophthalmic.
(a) Requirements for certification--

(1) The requirements for certification for
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bacitracin ophthalmic are described un-
der § 448.310a(a) of this chapter.

(2) When it is packaged for dispens-
ing and intended solely for veterinary
use, its label and labeling shall comply
with all requirements prescribed by
§ 448.310a(a) (3) of this chapter, except
that in lieu of the statement "Caution:
Fed6ral law prohibits dispensing without
prescription", each package shall include
Information containing directions and
warnings adequate for the veterinary
use of the drug by the laity.

(b) Tests and methods of assay., The
tests and methods of assay for bacitracin
ophthalmic are described under § 44.-
310a(b) of this chapter.
§ 548.310h Bacitracin - polymyxin - neo-

mycin ointmcnt.
(a) Requirements for certification.

The requirements for certification for
bacitracin - polymyxin - neomycin oint-
ment are described under § 448.510e(a)
of this chapter.

(b) Tests and methods of assay. The
tests and methods of assay for baci-
tracin - polymyxin - neomycin -oihtment
are described under § 448.510e(b) of this
chapter.
§ 548.313 Bacitracin/z i-n c bacitracin

ophthalmic and topical dosage forms.
§ 5 48 .3 13a Bacitracinlzinc bacitracin-

ncomycin-polymyxin powder topical.
(a) Requirements for certification-

(1) The requirements for certification for
bacitracin-neomycin-polymyxin powder
topical; zinc bacitracin-nebmnycin-poly-
myxin powder topical are described un-
der § 448.510f (a) of this chapter.

(2) When it is packaged for dispens-
ing and intended solely for veterinary
use, its label and labeling shall comply
with all the requirements prescribed by
§ 448.510f (a) (3) of this chapter, excelft
that in lieu of the statement "Caution:
Federal law prohibits dispensing with-
out prescription", each package shall.
Include information containing direc-
tions and warnings adequate for the vet-
erinary use of the drug by the laity,

(b) Tests and methods of assay. The
tests and methods of assay for bacitra-
cln-neomycin-polymyxin powder topi-
cal; zinc bacitracin-neomycin-polymyxin
powder topical are described under
§ 448.510f(b) of this chapter.
§ 548.313b Bacitracin/z i n c bacitracin

ointmenL.
(a) Requirements for certification.

The requirements for certification for
bacitracin ointment and zinc bacitracin
ointment are described under § 448.510a
(a) of this chapter, with the following
exceptions:

(1) Standards of identity, strength,
quality, and purity. When it is conspicu-
ously labeled for veterinary use, it may
contain one or more suitable antifungal
agents or rotenone.

(2) Labeling. (i) It is packaged for
dispensing; it contains cortisone or a
suitable derivative of cortisone; and it is
Intended solely for veterinary use: Its
label and labeling shall comply with the
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requirements of § 201.105 of this chap-
ter (regulations issued under section 502
(f) of the act) and with the requirements
of § 448.510a(a) (3) of this chabter.

(ii) It is packaged for dispensing, it
does not contain cortisone or a deriva-
tive of cortisone and it is intended solely
for veterinary use: Its label and label-
ing, shall comply with the requirements
of paragraph (b) (1) of this section ex-
cept that in lieu of the statement "Cau-
tion: Federal law restricts this drug to
use by or on the order of a licensed
veterinarian" each package shall include
information containing directions and
warnings adequate for the veterinary use
of the drug by the laity except that drugs
complying with § 548.314a shall bear
the statement "Caution: Federal law re-
stricts this drug to use by or on the order
of a licensed veterinarian".

(b) Tests and methods of assay. The
tests and methods of assay for bacitracin
ointment and zinc bacitracin ointment
are described under § 448.510a(b) of this
chapter.
§548.314 Zinc bacitracin ophthalmic

and topical dosage forms.

'§ 
5 4 8.3 14a Zinc bacitracin, polymyxiA

B sulfate, neomycin sulfate ophthal-mic ointment.

(a) Specifications. The drug conforms
to the provisions of § 448.510e of this
chapter.

(b) Sponsor. To firm(s) as sponsor( )
and identified by drug listing numbers
in § 510.600(c) of this chapter, approvals
of drugs as specified:

(1) To 000009: approval of a drug
which contains in each gram 500 units of
bacltracin, 3.5 milligrams of neomycin
base, and 5,000 units of polymyxin B.

(2) To 010616: approval of a drhlg
which contains in each gram 400 units
of zinc bacitracin, 3.5 milligrams of
neomycin base, and 5,000 units of poly-
myxin B.

(c) Conditions of use. (1) The drug Is
used in the treatment of superficial bac-
terial infections bf the eyelid and con-
junctiva of dogs and cats when due to
organisms susceptible to the antibiotics
contained in the ointment.

(2) Apply a thin film over the cornea
3 or 4 times daily. Laboratory tests should
be conducted including in-vitro culturing
and susceptibility tests on sample col-
lected from animals prior to treatment
with the drug.

(3) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 548.314h Zinc bacitracin, polymyxin

B sulfate, neomycin sulfate, hydro-
cortisone acetate, ophthalmic oint-
ment.

(a) Requirements for certification. The
requirements for certification for zinc
bacitracin, polymyxin B sulfate, neomy-
cin sulfate, hydrocortisone acetate,
ophthalmic ointment are described under
§ 448.510e(a) of this chapter.

(b) Tests and methods of assay. The
tests and methods of assay for zinc
bacitracin, polymyxin B sulfate, neomy-
cin sulfate, hydrocortisone acetate, oph-

thalmic ointment are described under
§ 448.510e(b) of this chapter.

(cv) Conditions of marketing-(1)
Specifications. The drug conforms to
the specification requirements in § 448,-
510e(a) of this chapter and Is subject to
the tests and methods of assay prescribed
in § 548.310b of this chapter. Each
gram of the drug contains the following
active ingredients: 400 units of zinc baci-
tracin, 5,000 units of- polymyxin B sul-
fate, 5 milligrams of neomycin sulfate
(equivalent to 3.5 mg of neomycin
base), and 10 milligrams of hydrocorti-
sone acetate.

(2) Sponsor. See No. 010616 in § 510.-
600(c) of this chapter.

(3) Conditions of use-() The drug is
administered to dogs and cats for treat-
ing acute or chronic conjunctivitis caused
by organisms susceptible to the anti-
biotics contained in this ointment.

(ii) Apply a thin film over the cornea
three or four times daily.

(liD All topical ophthalmic prepara-
tions containing corticosterolds with or
without an antimicrobial agent are con-
traindicated In the Initial treatment of
corneal ulcers. They should not be used
until the infection is under control and
corneal regeneration Is well underway.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

PART 555-CHLORAMPHENICOL
DRUGS FOR ANIMAL USE
Subpart A-Oral Dosage Forms

Sec.
555.110 Chloramphenicol oral dosage forms,
555.110a Chloramphenicol tablets,
555.110b Chloramphnicol capsules.
555.110c Chloramphenlcol oral solution.
Subpart B-lmplantatlon or Injectable Dosage

Forms
555.210 Chloramphenicol injeotion.
Subpart C--Ophthalmlc and Topical Dosagd

Forms
055.310 Chloramphenlcol ophthalmic and

topical dosago forms.
555.310a Chloramphenicol ophthalmic.
555.310b Chloramphonicol topical.
555.310c Chloramphenlcol ophthalmic olt-

ment.
555.310d Chloramphenicol ophthalmic ,olu-

tion.
555.310e Chloramphenicol - prednisolono -

tetracane-squalano topical sus-
pension.

555.310f ChloramphenlcOl-precdnlsolono oph-
thalmlo ointment.

555.310g FMbrinolysin and dosoxyrlbonuclo-
ase, combined (bovine) with
chloramphonicol ointment.

Subpart D-OlIc Dosage Forms
555.410 Chloramphenicol otic.

AuTHOanr : Sees. 507, 512, 60 Stat. 403 ts
amended, 82 Stat. .43-361 (21 U.S.O. 357,
360b).

SubpartA-Oral Dosage Forms ,
§ 555.110 Chlorampheni'col oral dosage

forms.
§ 555.110a Cloramphenicol tablets.

(a) Requirements for certiflcation-
(1) Standards of identity, strength,
quality, and purity. Chloramphenlcol
tablets are composed of chlorampheni-
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col vhth or without one or more suitable
diluents, lubricants, binders, colorings
and coating substances. Each tabldt con-
tains 100 milligrams pf chioramphenicol.
Its potency is. satisfactory if it is not
less than 90 percent and not more than
120 percent of the number of milligrams
of chloramphenicol that it is represented
to contain. Tablets shall disintegrate
within 1 hour. The chloramphenicol used
conforms to the standards prescribed by
§ 455.10(a) (1) of this chapter.

(2) Labeling. It shall. be labeled in
accordance with the requirements of
paragraph (c) of this section and.
§ 510.55 of this chapter.

(3) Requests for certifteation; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each shch request shall contain:

(i) Results of tests and assays on:
(a) The chloramphenicol u.ed in

making the bitch for potency, safety,
pH, specific rotation, melting range, ab-
sorptivity, and crystallinity.

(b) The batch for potency and disin-
tpgration time.

(ii) Samples required.
(a) The chloramphenicol used in.

making the batch: 10 packages each
containing approximately 300 milli-
grams.

(b) The batch: A minimum of 30
tablets.

(b) Tests'and-methods of assay'-(1)
Potency. Use either of the following
methods; however, the results obtained
from the microbiological turbidimetric
assay shall be conclusive.

i) Microbiological turbidimetric as-
say. Proceed as directed in § 436.106 of
this chapter, preparing the sample for
assay as follows: Place a representative
number of tablets into a high-speed glass
blender jar containing 100 milliliters of
95 percent ethyl- alcohol. Blend for 2
minutes. Add 400 milliliters of 1 percent
potassium phosphate buffer, pH 6.0 (so-
lution 1), and blend again for 2 min-
utes. Remove an aliquot and further
dilute with solution 1 to the reference
concentration of 2.5 micrograms of
chloramphenicol per milliliter (esti-
mated).

(ii) Spectrophotometric assay-(a)
Preparatio-n of working standard solu-
tion. Dissolve approximately 50 milli-
grams of the working standard in 100
milliliters of distilled water. Warm if
necessary to hasten dissolution. Transfer
10 milliliters into a -250-milliliter volu-
metric flask and fill to volume with dis-
tilled water.

(b) Procedure. Weigh accurately a
counted number of not less than 10 tab-
lets and determine the average weight
per tablet. Reduce 10 tablets to a fine
powder in a mortar and transfer an
amount of powder containing 500-mlli-
grams (estimated) of chIoramphenicol
to a 1,000-milliliter glass-stoppered volu-
metric- flask. Add 50 milliliters of re-
distilled methanol to-the flask and shake
for at least 1 minute. Fill to volume with
distilled water and mix thoroughly.
Transfer exactly 10 milliliters of this
solution into a 250-milliliter glass-stop-

pered volumetric flask. Fill to volume a 1-centimeter quartzcell at 278 nanom-
with distilled water and mix thoroughly. eters against a blank of distilled water.
Determine the absorbance of this solu- Calculate the potency of the sample as
tion on a suitable spectrophotometer in follows:

Milligrams of chloramphenlcol per tablet=
Absorbanco Concentration of Potency of Averagetablet
of sample X working standard X working standardX 25,000 x
solution solution (mglml) (mcg/rag) weight (mg/tab)

Abzorbance of working Weight of
standard solution scample (rag) XIC0

(2) Disintegration time. Proceed as
directed in, § 436.212 of this chapter.

(c) Conditions of marketing-(1)
Specifications. Chloramphenlcol tablets
contain 100 milligrams of chlorampheni-
col and conform to the certification. re-
quirements of paragraph (a) of this
section.

.(2) Sponsor. See No. 017030 in
§ 510.6000(c) of this chapter..(3) Conditions of use. (1) The drug
is administered to dogs for oral treat-
ment of bacterial pulmonary infections,
bacterial infections of the urinary tract,
bacterial enteritis, and bacterial infec-
tions associated with canine distemper
caused by susceptible organisms.

(il) The drug is administered at 25
milligrams per pound of body weight
every 6 hours.

(iI) Laboratory tests thould be con-
ducted including in-vitro culturing and
susceptibility tests on samples collected
prior to treatment. If no response to
chloramphenicol therapy is obtained in
3 to 5 days, discontinue Its use and re-
view diagnosis.

(iv) The label bears a statement that
the product is not to be used in animals
which are raised for food production.

(v) Chloramphenicol products must
not be used in meRa-, egg, or milk-pro-
ducing animals. The length of time that
residues persist in milk or tissues has not
been determined. Because of potential
antagonism, chloramphenlcol should
not be administered simultaneously with
penicillin or streptomycin.

(vi) Federal law reftricts this drug to
use by or on the order of a licensed
veterinarian.
§ 555.110b Chloramphenicol capsules.

Ca) Requirements for certification-
_(1) Standards of identity, strength, qual-
ity, and purity. Cbloramphenlcol cap-
sules are composed of chloramphenicol
with or without one or more suitable
diluents and lubricants. Each capsule
contains 50, 100, 250, or 500 milligrams
of chloramphencol. Its potency is satis-
factory If it is not less than 90 percent
and not more than 120 percent of the
number of milligrams of chloramphenl-
col that it is represented to contain. The
chloramphenicol used conforms to the
standards prescribed by § 455.10(a) (1)
of this chapter.

(2) Labeling. In addition to the label-
ing requirements of paragraph (c) of
this section and § 510.55 of this chapter,
its label and labeling shall bear the
statement, "Warning: Not for use in ani-
mals which are raised for food produc-
tion".

(3) Requests for certification; samples.
In addition to complying with the re-
quirements of § 514.50 of this chapter,
each such request shall contain:.

(I) Results of tests and assays on:
(a) The chloramphenicol used inmak-

Inug the batch for potency, safety, pH
specific rotation, melting range, absorp-
tivity, and crystallinity.

(b) The batchfor potency.
(it) Samples required:-
(a) The chloramphenicol used in mak-

ing the batch: 10 packages, each con-
taining approximately 300 milligrams.

(b) The batch: A minimum of 30 cap-
sules.

(b) Tests and methods of assay; po-
tency. Proceed'as directed In § 455.110(b)
ot this chapter.

(c) Conditions of market ing--(1)
Specifications. Chloramphenicol cap-
sules contain 50, 100, 250, and 500 milli-
grams of chloramphenicol and conform
to the certification requirements of para-
graph (a) of this section.

(2) Sponsor. (I) For chlorampheni-
col capsules containing 50, 100, 250 and
500 milligrams chloramphenicol see
Nos. 000071, 000196, 000172 and 000345
in § 510.600(c) of this chapter.

(i) For chloramphenicol capsules con-
taining 100 and 250 milligrams of chlor-
amphenicol see No. 000022 in § 510.600
(c) of this chapter.

(i1) [Reserved]
(3) Conditions of use. (I) The drug is

administered to dogs for oral treatment
of bacterial pulmonary infections, bac-
terial infections of the urinary tract, bac-
'terial enteritis, and bacterial infections
associated with canine distemper caused
by susceptible organisms.

(Cl) The drug is administered at 25
milligrams per pound of body weight
every 6 hours.

(ill) Laboratory tests should be con-.
ducted including in-vitro culturing and
susceptibility tests on samples collected
prior to treatment.

(lv) This product must not be used in
meat, egg, or milk producing animals.
T. he length of time that residues persist
In milk or tissues has not been deter-
mined.

(v) For use by or on the order of a
licensed veterinarian.
§ 555.110c Chloramphenicol -oral solu-

tion.

(a) Requirements for certifcation--
(1) Standards of identity, strength, qual-
ity, and purity. Chloramphenicol oral
solution is a solution containing chior-
amphenicol and one or mote suitable and
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harmless buffers and preservatives in a
suitable and harmless solvent. Each
milliliter contains 100 milligrams of
chloramphenicol. The chloramphenicol
content is satisfactory if it is not less
than 90 percent and not more than 120
percent of the number of milligrams of
chloramphenicol that it is represented
to contain. The pH is not less than 6.5
and not more than 8.5. The chloram-
phenicol used conforms to the standards
prescribed in § 455.10(a) (1) of this
chapter.

(2) Packaging. It shall be packaged
in accordance with the requirements of
§ 510.45 of this chapter.

(3) Labeling. It shall be labeled in
accordance with the requirements of
paragraph (c) of this section and § 510.-
55 of this chapter.

(4) Requests for certification; sam-
ples. In addition to the requirements of
§ 514.50 of this chapter, each such re-
quest shall contain:

(I) Results of tests and assays on:
(a) The chloramphenicol used in mak-

ing. the batch for potency, safety, pH,
specific rotation, melting point, absorp-
tivity, and crystallinity.

(b) The batch for potency and pH.
(it) Samples required:
(a) The chloramphenicol used in mak-

ing the batch: 10 packages, each con-
taining approximately 300 milligrams.

(b) The batch: A minimum of 6 im-
mediate containers.

(b) Tests and methods of assay-(l)
Potency. Proceed as directed in § 436.106
of- this chapter, preparing the sample
for assay as follows: Transfer an ac-
curately measured portion.of the sample
Into a volumetric flask and dilute to
volume with 1 percent potassium phos-
phate buffer, pH 6.0, (solution 1). Further
dilute with solution #1 to the reference
concentration of 2.5 micrograms of
chl6ramphenicol per milliliter (esti-
mated).

(2) pH. Proceed as directed in § 436.-
202 of this chapter, diluting the sample
with an equal volume of distilled water.

(c) Conditions of marketing-()
Specifications and special considerations.
The product complies with the require-
ments of paragraph (a) of this section.

(2) Sponsor. See Nos. 010271 and
011757 in § 510.600(c) of this chapter.

(3) Conditions of use. (i) It is used
in dogs for the treatment of infections
of the respiratory tract, the urinary tract,
and enteritis and tonsillitis caused by
organisms susceptible to chlorampheni-
col.

(ii) It is administered orally to dogs
at a dosage level of 25 milligrams per
pound of body weight every 6 hours. In
severe infections, 4 to 6 hour treatment
intervals may be desirable the first day
of treatment. If no response is obtained
in 3 to 5 days, discontinue use of the
drug and review the diagnosis.

(ii) The label bears a statement that
this produce is not to be used in animals
which are raised for food production.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

Subpart B-Implantation or Injectable
Dosage Forms

§ 555.210 Chloramphenicol injection.
(a) .4equirements for certification-

(1) Standards of identity, strength, qual-
ity, and purity. Chloramphenicol in-
jection is a solution containing chloram-
phenicol and one or more suitable and
harmless buffers and preservatives in
ethyl alcohol and propylene glycol base.
Each milliliter contains 100 milligrams
of chloramphenicol. The chlorampheni-
col content is satisfactory if it is not less
than 90 percent and not more than 115
percent of the number of milligrams of
chloramphenicol that it is represented
to contain. It is sterile. It is nonpyro-
genic. It passes the safety test. It con-
tains no histamine or histaminelke sub-
stances. Its pH is not less than 6.5 and
not more than 8.5. The choramphenicol
used conforms to the standards pre-
scribed by § 455.10a(a) (1) of this chap-
ter.

(2) Packaging. It shall be packaged
in accordance with the requirements of
§ 510.45 of this chapter.

(3) Labeling. It shall be labeled in
accordance with the requirements of
paragraph (c) of this section and § 510.-
55 of this chapter.

(4) Requests for certification,sam-
ples. In addition to the requirements
of § 514.50 of this chapter, each such re-
quest shall contain:

(i) Results of tests and assays on:
(a) The chloramphenicol used in mak-

-ing the batch for potency, pH, specific
rotation, melting point, absorptivity, and
crystallinity.

Cb) The batch for potency, sterility,
pyrogens, safety, histamine content, and
pH.

(ii) Samples required:
(a) The chloramphenicol used in mak-

ing the batch: 10 packages each contain-
ing approximately 300 milligrams.

( Cb) The batch:
(1) For all tests except sterility: A

minimum of 8 immediate containers.
(2) For sterility testing: 20 immediate

containers collected at regular intervals
throughout each filling operation.

(b) Tests and methods of assays-Cl)
Potency. Proceed as directed in § 436.-
106 ok this chapter, preparing the sample
for assay as follows: Transfer an ac-
curately measured portion of the sample
into a volumetric flask and dilute to
volume with 1 percent potassium phos-
phate buffer, pH 6.0 (solution 1). Fur-
ther dilute with solution 1 to the refer-
ence concentration of 2.5 micrograms of
chloramphenicol per milliliter (esti-
mated).

(2) Sterility. Proceed as directed in
§ 436.20 of this chapter, using the
method described in paragraph (e) (1) of
that section, except transfer 1 milliliter
from each container directly to the dry
filter, thus eliminating the preliminary
solubilization.step.

(3) Pyrogens. Proceed as directed in
§ 436.32 (a) of this chapter,

(4) Safety. Proceed as directed in
§ 436.33 of this chapter.

S(5) Histamine. Proceed as directed in
§ 436.35 of this chapter, omittIng the ap-
plication of heat.

(6) pH. Proceed as directed in
§ 436.202 of this chapter, diluting tho
sample with an equal volume of distilled
water.

(c) Conditions of marketing-C()
Specifications. The product complies with
the requirements of paragraph (a) of
this section.

(2) Sponsor. See Nos. 010271 and
011757 in § 510,600 (c) of this chapter.

(3) Conditions of use-l) It Is used
in dogs for the treatment of Infections of
the respiratory tract, the urinary tract,
and enteritis and tonsillitis caused by
organisms susceptible to chlorampheni-
col.

(i) It Is administered Intramuscularly
or intravenously at a dosage level of 5 to
15 milligrams per pound of body weight
every 6 hours. In severe infections, 4 to
6 hour treatment Intervals may be de-
sirable the first day of treatment. If no
response to treatment is obtained in 3
to 5 days, use should be discontinued and
the diagnosis reviewed.

(iI) The label bears a statement that
the product is not to be used In animals
which are raised for food production.

(iv) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.

Subpart C-Ophthalmic and Topical
Dosago Forms

§ 555.310 Chloramlcnicol opithalnic
and topical dosage forms.

§ 555.310a Chloramphenicol ophilial-
mic.

(a) Requirehent,: for certification--
(1) 'The requirements for certification
for chloramphenicol ophthalmic are de-
scribed under § 455.310b of this chapter.

(2) When It Is intended solely for
veterinary use, Its label and labeling
shall comply with all the requirements
of § 455.310b(a)(3) of this chapter, ex-
cept that in lieu of the statement "Cau-
tion: Federal law prohibits dispensing
without prescription", it shall be labeled
in accordance with the requirements pre-
scribed by § 201.105 Of this chapter
(regulations issued under section 602(f)
of the act).

(b) Tests and methods of assay. The
tests and methods of assay for chloram-
phenicol ophthalmic are described in
§ 455.310b of this chapter.
§ 555.310b Chloramphenicol topical.

(a) Requirements for bertification. (1)
The requirements for certification for
choramphencol topical are described
under § 455.410(a) of this chapter.

(2) When it is intended solely for vet-
erinary use, its label and labeling shall
comply with all the requlrdments of
§ 455.410(a) (3) of this chapter, except
that in lieu of the statement, "Caution:
Federal law prohibits dispensing without
prescription", it shall be labeled in ac-
cordance with the requirements of
§ 201.105 of this chapter (regulations
issued under section 502(f) of the act)
and bear on its label and labeling the
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statement,- "Warning-Not for use in
animals which are raised for food pro-
duction."

(b) Tests and methods of assay. The
tests and methods of assay for chloram-
phenicol topical are described under
§ 455.410(b) of this chapter.
§ 555.310c Cbloramphenicol oplthal-

talc ointment.

(a) Requirements for certification. The
requirements for certification for chlor-
amphenicol ointment (chloramphenicol
cream) are described, under § 455.310c
(a) of -this chapter.

(b) Tests and methods of assay. The
tests and niethods of assay for chloram-
phenicol ointment are described under
§ 455.310c(b) of this chapter.
(c) Conditions of marketing-(1)

Specificatfans. The product conforms to
the specification requirements in para-
graph (a) of this section, and is sub-
ject to, the tests and methods of assay
prescribed in paragraph (b) of this sec-
tion. Eacl. grard of the product contains
10 milligrams chloramphenicol.

(2) Sponsor, See Nos. 000071 and
010616 in § 510.600(c) of this chapter for
use in accordance with paragraph (c) (3)
(i) (al 'of this section and No. 017030 for
use in accordance with paragraph (c) (3)
(i) (b) of this section.

(3) Conditions of useQ(i) It is used
in dogs and cats for the treatment of bac-
terial conjunctivitis caused by pathogens
susceptible to chloramphenicol as fol-
lows:

(a) It is applied every 3 hours around
the clock for_48 hours after which night
instillations may be omitted. Treatment
should be continued for 2 days after the
eye appears normal.

(b) It is applied to- affected eye four
to six times daily for the first 72 hours
depending upon the severity of the con-
dition. A small amount of ointment
should-be placed in the lower conjunc-
tival sac. Continue treatment for 48
hours after eye appears normal.

(i) Therapy for cats should not ex-
ceed 7 days. Prolonged use in cats may
produce- blood dyscrasias. If improve-
ment is not noted in a few days a change
of therapy should be considered. When
infection is suspected as the cause of a
disease process, especially in purulent or
catarrhal conjunctivitis, -attempts should
be made to determine through suscepti-.
bility testing, which antibiotics will be
effective prior .to applying ophthalmic
preparations. This chloramphenicol
product must not be used in animals
producing meat, eggs, or milk. The length
of time that residues persist in milk or
tissues-has not been determined.
(iii) Federal law restricts this drug to

use by or on the order of a licensed
veterinarian.
§ 555.310d Chloramphenicol ophthal-

mic solution.
(a) Requirements for certification-

(1) Standards of identity, strength,
quality, and purity. Chloramphenicol
ophthalmic solution contains in each
milliliter 5 milligrams of chlorampheni-
col with or without one or moie suitable

and harmless preservatives and surfac-
tants in an aqueous solution. Its potency
Is not less than 90 percent and not more
than 130 percent of the number of milli-
grams of chloramphenicol that it is rep-
resented to contain. It Is sterile. Its-pH Is
not less than 3 no- more than 6. The
chloramphenicol used conforms to the
standards prescribed by § 455.10 (a) (1)
of this chapter.
o (2) Labeling. It shall be labeled in ac-
cordance with the requirements of
paragraph (c) of this section and
§ 510.55 of this chapter.

(3) Requists for certiflcation; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(I) Results of tests and assays on:
(a) The chloramphenicol used In

making-the batch for potency, safety,
pH, specific rotation, melting range, ab-
sorptivity, and crystallinity.

(b) The batch for potency, sterility,
and pH.

(ii) Samples required:
(a) The chloramphenicol used In

making the batch: 10 containers, each
containing not less than 300 milligrams.

(b) The batch:
(1) For all tests except sterility: A

minimum of five immediate containers.
(2) For sterility testing: 20 Immediate

containers, collected at regular intervals
throughout each filling operation.

(b) Tests and methods of assay--(1)
Potency. Use either of the following
methods; however, the results obtained
from the microbiological turbidimetrie
assay shall be conclusive.

(I) Microbiological turbidimetric as-
say. Proceed as directed In § 436.106 of
this chapter, preparing the sample for
assay as follows: Dilute an accurately
measured representative portion of the
sample in sufficient 1 percent potassium
phosphate buffer, pH 6.0" (solution 1),
to give a stock solution of convenient
concentration. Further dilute an allquot
of the stock solution with solution 1 to
the reference concentration of 2.5 micro-
grams of chloramphenicol per milliliter
(estimated).

(iI) Spectrophotometric assay. Dilute
a 1-milliliter aliquot of the sample in
sufficient distilled water to make a solu-
tion containing 20 milligrams of chlor-
amphenicol per milliliter. Dissolve an
accurately weighed portion of the work-
ing standard In tulficlent distilled water
to give a solution containing 20 milli-
grams per milliliter. Warm If necessary
to hasten solution of the working stand-
ard. Cool. Using a suitable spectropho-
tometer and distilled water as the blank,
determine the absorbance of the sam-
ple and standard solutions at 278 nanom-
eters. Calculate the potency of the
sample as follows:

Absorbance of sampleXlabeled potency per
milliliter In milgrams

Milligrams of chloramphenlcol per milliter=
Abzorbance of standard

(2) Sterility. Proceed as directed In
§436.20 of this chapter, using the
method described in paragraph (e) (1)
of that section.

(3) pH. Proceed as directed in § 436.202
of this chapter, using the undiluted solu-
tion.

(c) Conditions of marketing-(1)
Specifications. The solution conforms to
the certification requirements of para-
graph (a) of this section. The solution
contains as active ingredient, chloram-
phenlcol 0.5 percent with cholorbutanol
0.5 percent as a preservative.

(2) Sponsor. See No. 017030 in
§ 510.600(c) of this chapter.

(3) Conditions of use. (I) It is used
in dogs and cats for .the treatment of
bacterial conJunctivitis'caused by orga-
nisms susceptible to chloramphenlcol.

(i1) Treat with one or two drops, 4 to
6 times a day for the first 72 hours, de-
pending upon the severity of the condi-
tion. Intervals between applications may
be increased after the first 2 days. Ther-
apy should be continued for 48 hours
after an apparent cure has been attained.

(ii) Therapy for cats should not ex-
ceed 7 days. As with other antibiotics,
prolonged use may result n overgrowth
of nonsusceptible organisms. If sup&in-
fection occurs, or if clinical Improvement
is not noted within a reasonable period.
discontinue use, and institute appropri-
ate therapy. Prolonged use in cats may
produce blood dyscraslas. This chlor-
amphenicol product must not be used
in meat-, egg-, or milk-producing ani-

mals. The length of timd that residues
persist in milk or tissues has not been
determined.

(v) For use by or on the order of a
licensed veterinarian.
§ 555.310e Cl6ramphenicol - predniso-

lonc-tctracaine squalane topical sus-
pension. -

(a) Requirements for certification-
(1) Standards of identity, strength,
quality, and purity. This drug is a sus-
pension composed of chloramphenicol,
prednisolone, tetracalne, and squalane in
a suitable and harmless vehicle. Each
milliliter contains 4.2 milligrams of
chlorampheilcol. 1.7 milligrams of pred-
nlsolone, 4.2 milligrams of tetracaine,
and 0.21 milliliter of squalane. Its mois-
ture content is not more than 1 percent.
Its antiblotic potency is not less than 90
percent and not more than 125 percent
of the'number of milligrams of chloram-
phenicol that It is represented to contain.
The chloramphenicol used conforms to
the standards prescribed by § 455.10(a)
(1) of this chapter, except safety.

(2) Labeling. It shall be labeled in
accordance with the requirements of
paragraph. (c) of this section and
§ 510.55 of this chapter.

(3) Requests for certification; sam-
ples. In addition to complying with the
requirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The chloramphenicol used in

making the batch for potency, pH,
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specific rotation, melting range, absorp-
tivity, and crystallinity.

(b) The batch for potency and mois-
ture.

(if) Samples required:
(a) The chloramphenicol used in

making the batch: 10 containers, each'
containing approximately 300 mIlli-
grams.

(b) The batch: A minimum of six im-
mediate containers.

(b) Tests and methods of assay-()
Potency. Proceed as directed in § 436.106
of this chapter, preparing the sample
for assay as folloivs: Transfer an ac-
curately measured portion of the sample
Into a separatory funnel containing 50
milliliters of petroleum ether. Shake the
separatory funnel vigorously to bring
about complete mixing of the sample and
the petroleum ether. Add 20 milliliters
of 1 percent potassium phosphate buffer,
pH 6.0 (solution 1), and shake well. Re-
moveF the buffer layer and repeat the
extraction with three additional 20-ml-
liliter portions of solution 1. Combine the
extractives and dilute to an appropriate
volume with solution 1. Further dilute in
solution 1 to the reference concentration
of 2.5 micrograms of chloramphenicol
per milliliter (estimated).

(2) Moisture. Proceed as directed in
§ 436.201 of this chapter, using 1 or 2
milliliters of the suspension.

(c) Conditions of marketing-(1)
Specification. The suspension conforms
to the certification requirements of
paragraph (a) of this section. Each cubic
centimeter of suspension contains 4.2
milligrams of chloramphenicol, 1.7 milli-
grams of prednisolone, 4.2 milligrams of
tetracaine, and 0.21 milliliter.of squalane
in a petrolatum-mineral oil base.

(2) Sponsor. See No. 017030 in
§ 510.600(c) of this chapter.

(3) Conditions of use. It is used in the
treatment of acute otitis externa and py-
odermas (acute moist dermatitis, vulvar
fold dermatitW, lip fold dermatitis, inter-
digital dermatitis, and juvenile denia-
titis) in dogs and cats. Laboratory tests
should be conducted, including in-vitro
culturing and susceptibility tests on sam-
ples collected prior to treatment. Treat
with two or three applications daily or as
needed for not more than 7 days. Severe
infections should be supplemented by sys-
temic therapy. The drug must not be used
in the eyes. Prolonged use in cats may
produce blood dyscraslas. Chlorampheni-
col products must not be used in meat,
egg, or milk producing animals. The
length of time that residues persist in
milk or tissues has not beendetermined.
For use by or on the order of a licensed
veterinarian.
§ 555.310f Chloramphenicol - predniso-

lone ophthalmic ointment.

(a) Requirements for certification. The
requirements for certification for chlor-
am'phenicol - prednisolone ophthalmic
ointment are described under § 555.310c.

(b) Tests and methods of assay. The
tests and methods of assay for chlor-
amphenicol - prednisolone ophthalmic
ointment are described under § 555.310c.

(c) Conditions of marketing-()
Specifications. The product conforms

to the. specification requirements in
§ 555.310c(a) of this chapter and is sub-
ject to the tests and methods of assay
prescribed in § 555.310c(b) of this chap-
ter. Each gram of the product contains
the following active ingredients: 10
milligrams of chloramphenicol and 2
milligrams of prednisolone.

(2) Sponsor. See No. 017030 in
§ 510.600(c) of this chapter.

(3) ConditiQns of use. (i) It is useds
in dogs and cats for the treatment of
bacterial conjunctivitis and ocular in-
flammation caused by organisms suscep-
tible to chloramphenicol.

(ii) It is applied to the affected eye'4
to 6 times daily for the first 72 hours de-
pending upon the severity of the condi-
tion. Continue treatment for 48 hours
after an apparent cure has been at-
tained. "

(iii) Therapy for cats should not ex-
ceed 7 days, prolonged use in cats may
prQduce blood dyscrasia. As with other
antibiotics, prolonged use may result in
overgrowth of nonsusceptible organisms.
If superinfection occurs or if clinical im-
provement is not noted within a rea-
sonable period, discontinue use and in-
stitute appropriate therapy. All topical
ophthalmic preparations containing
corticosteroids, with or without an anti-
microbial agent, are contraindicated in
the initial treatment of corneal ulcers.
They should not be used until the infec-
tion is under control and corneal re-
generation is well under way. This chlor-
amphenicol product must not be used
in meat-, egg-, or milk-produCing ani-
mals. The length of time that residues
persist in milk or tissues has not been
determined.

(iv) For use only by or on the order of
a licensed veterinarian.
§ SSS.3 10g Fibrinolysin and desoxyribo-

nuclease, combined (bovine) with
chloramphenicol ointment.

(a) Requirements for certification-
(1) Standards of identify, strength,
quality, and purity. Fibrinolysin and de-
soxyribonuclease, combined (bovine)
with chloramphenicol ointment is fib-
rinolysin, desoxyribonuclease, and chlor-
amphenicol in a suitable and harmless
ointment base. It contains a suitable and
harmless preservative. Each gram con-
tains 1 unit of fibrinolysin, 666 units of
desoxyribonuclease, and 10 milligrams
of chloramphenicpl. Its chloramphenlcol
content is satisfactory if it. is not less
than 90 percent and not more than 120
percent of the number of milligrams of
chloramphenicol that it is represented
to contain. The chloramphenicol used
conforms to the standards prescribed by
§ 455.10 of this chapter, except safety. In
addition to the requirements prescribed
by this paragraph, the drug satisfies the
requirements designated therefor by the
Division of Biologics Standards, Na-
tional Institutes of Health, Department
of Health, Education, and Welfare.

(2) Labeling. It shall be labeled in ac-
cordance with . the requirements of
§ 510.55 of this chapter.

(3) Requests for certification; sam-
ples. In addition to complying with the

requirements of § 514.50 of this chapter,
each such request shall contain:

(i) Results of tests and assays on:
(a) The chloramphenicol used In mak-

ing the batch for potency, pH, specific
rotation, melting range, absorptivity, and
crystallinity,

(b) The batch for potency.
(ii) Samples required.
(a) The chloramphenicol used in mak-

ing the batch: 10 packages, each con-
taining approximately 300 milligrams.

(b) The batch: A minimum of 5 con-
tainers if it Is packaged In Immediate
containers of tin or glass, and a mini-
mum of 20 immediate containers if it Is
packaged in immediate containers other.
than tin or glass.

(b) Tests and methods of assay: po-
tency. Proceed as directed in § 436.106 of
this chapter, preparing the sample for
assay as follows: Place an accurately
weighed representative portion of the
sample into a high-speed glass blender
jar containing 1 milliliter polysorbate 80
and sufficient 1 percent potassium phos-
phate buffer, pH 6.0 (solution 1), to give
a stock solution of convenient concen-
tration. Blend 3 to 5 minutes. Remove an
aliquot and further dilute with solution
1 to the reference concentration of 2.5
micrograms of chloramphenicol per mil-
liliter (estimated).

Subpart D---Otic Dosage Forms
§ 555.410 Chloramphenicol otic.

The requirements for certification and
the tests and methods of assay for
chloramphenicol otic are described un-
der § 555.310b.

PART 556-TOLERANCES FOR RESIDUES
OF NEW ANIMAL DRUGS IN FOOD

Subpart A-Genaral Provisions
Sec.

556.1 General considerations; tolerances
for residues of now animal drugs
In food.

Subpart B-Specific Tolerances for Residues of
New Animail Drugs

556.20 2-Acotylamino-5-nltrothiazolo.
556.30 Aklomlde.
556.40 Afrpicillln.
556.50 Amprolium.
556.60 Arsenic.
556.70 Bacttracin.
556.80, Bambermycins.
556.90 Buquinolate.
556.100 Carbadox.
556.110 Carbomycin.
556.120 Chlorhexidlne.
556.130 Chlormacinono acetate.
556.140 Chlorobutanol
556.150 Chlortetracycline.
556.160 Clopldol.
556.170 Decoquinate.
556.180 Dlchlorvos.
550.190 Diethylstilbestrol.
556.200 Dlhydrostrcptomycln.
556.210 Dlmetrldazole.
556.220 3,5-Dlnitrobenzamido.
556.230 Erythromycin.
556.240 Estradlol benzoate.
556.250 Etradiol monopalmitato.
556.260 Ethopabate,
556.270 Ethylenedlan itne.
556.280 Furaltadone.
556.290 Furazolidone.
556.300 Gentamicin sulfate.
556.310 Haloxon.
556.320 Hydrocortisonm.
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Sec.
556.330 Hygromycln B.
556.340 Ipronidazole. -
556-350 Levamlsole hydrochloride.
556.360 Lincomycln.
556.370 Medroxyprogesterone acetate.
556.380 Melengestrol acetate.
556.390 Methylparaben.
556.400 Methylprednlsolone.
556.410 Metoserpate hydrochloride.
556.420 Monensln.
556.430 Neomycin.
556.440 Nequinate.
556.450 Nihydrazone.
556.460 Novobiocin.
556.470 Nystatin.
556.480 Oleandomycln.
556.490 Ormetoprlm.

.556.500 Oxytetracycllne.
556.510 Penicillin.
556.520 Prednisolone.
556.530 Prednlsone.
556.540 Progesterone.
556.550 Propylparaben.
556.560 Pyrantel tartrate.
556.570 Reserpine.
556.580 Ptobenidine -hydrochloride.
556.590 Salicylic acid.
556.600 Spectliomycln.
556-.610 -Streptomycln.
556.625 Solium sulfachloropyrazine mono-

hydrate.
556.630 Sulfachlorpyridazine.
556.640 Sulfadlmethoxine.
556.650 Sulfeethoxypyridazine
556.660 Sulfamerazine.
556.670 Sulfamethanine.
556.680 Sulfanitran.
556.690 Sulfatbiazole.
556.700 Sulfomyxln.
556.708 Testosterone.
556.710 Testosterone propionate.
556.720 Tetracycline.
556.730 Thlabendazole.
556.740 Tylosln.
556.750 Virginlamycln.
556.760 ZeranoL
556.770 -Zoalene.

A-oarr: Secs. 512, 701(a), 52 Stat. 1055,
82 Stat. 343--351 (21 U.S.C. 360b, 371 (a)).

Subpart A--General Provisions
§ 556d. General considerations; toler-

ances for residues of new aninlal
drugs in food.

(a) Tolerances established in this part
are based upon residues of drugs in edible
products of food-producing animals
treated with-such drugs. Consideration of
an appropriate tolerance for a drug shall
result in a conclusion either that:

(I) Finite residues will be present in
the edible products--in which case a
finite tolerance is required; or

(2) It is not possible tQ determine
whether finite residues will be incurred
but there is reasonable expectation that
they may be present-in which case a
tolerance for negligible residue is re-
quired; or

(3) The drug induces cancer when.in-
gested by man or animal or, after tests
which are appropriate-for the evaluation
of the safety -of such drug, has been
shown to induce cancer in man or ani-
mal; however, such drug will not ad-
versely affect the animals for which it is
intended, and no residue of such drug
will be found by prescribed methods of
analysis in any edible portion bf such:
animals after slaughter or in any food
yielded -by or derived from the living ani-

mal-in which case the accepted method
of analysis shall be published or cited, if
previously published and available else-
where, in this part; or

(4) It may or may not be possible to
determine whether finite residues will be
incurred but there is no reasonable ex-
pectation that they may be present--in
which case the establishment of a toler-
ance is not required; or

(5) The drug is such that it may be
metabolized and/or assimilated in such
form that any possible residue would be
Indistinguishable from normal tissue
constituents.-n which case the estab-
lishment of a tolerance is not required.

(b) No tolerance established pursuant
to paragraph (a) (1) of this section will
be set at any level higher than that re-
flected by the permitted use of the drug.

(c) Any tolerance required pursuant
to this section will, in addition to the
toxicological considerations, be condi-
tioned on the availability of a practicable
analytical method to determine the
quantity of residue. Such method must
be sensitive to and reliable at the estab-
lished tolerance level or, in certain in-
stances, may be sensitive at a higher level
where such level is also deemed satisfac-
tory and safe in light of the toxicity of
the drug residue and of the unlikelihood
of such residue's exceeding the tolerance.

Subpart B-Specific Tolerances for
Residues of New Animal Drugs

§ 556.20 2-Acctylamino-5-nitroiazole.
A tolerance of 0.1 part per million is

established for negligible residues of 2-
acetylamino-5-nltrotiazole in the edi-
ble tissues of turkeys.
§ 556.30 Aklomide.

Tolerances are established for com-
bined residues of aklomlde (2-chloro-4-
nitrobenzamide) and Its metabolite (4-
arnno-2-chlorobenzamlde) in uncooked
edible tissues of chickens as follows:

(a) 4.5 parts per million in liver and
muscle.

(b) 3 parts per million in skin with
fat.
§ 556.40 Ampicillin.

A tolerance of 0.01 p/m is established
for negligible residues of ampicillin in the
uncooked edible tissues of swine and
cattle and In milk.
§ 556.50 Amprolium.

Tolerances are established as follows
for residues of amprolium (1-(4-amino-
2-n-propyl - 5 - pyrlmldinylmethyl)-2-
picolinium chloride hydrochloride):

(a) In the edible tissues and in eggs
of chickens and turkeys:

(1) . part per- million in uncooked
liver and kidney.

(2) 0.5 part per million in uncooked
muscle tissue.

(3) In eggs:
(1) 8 parts per million in egg yolks.
(i) 4 parts per million In whole eggs.
(b) In the edible tissues of calves:
(1) 2.0 parts per million in uncooked

fat.
(2) 0.5 part per million in uncooked

muscle tissue, liver, and kidney.
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§ 556.60 Arsenic.
Tolerances for total residues of com-

bined arsenic (calculated as As) in food
are established as follows:

(a) In edible tissues and In eggs of
chickens and turkeys

(1) 0.5 part per million in uncooked
muscle tissue.

(2) 2 parts per million in uncooked
edible by-products.

(3) 0.5 part per million in eggs.
(b) In edible tissues of swine:
(1) 2 parts per million in uncooked

liver and kidney.
(2) 0.5 part per million in uncooked

muscle tissue and byproducts other than
liver and kidney.
§ 556.70 Bacitracin.

Tolerances for residues of bacitracin
from bacitracin, zinc bacitracin, man-
ganese bacitracin, or bacitracin meth-
ylene disalicylate are established at 0.5
part per million (0.02 unit per gram),
negligible residue, In uncooked edible
tissues of cattle, swine, chickens, turkeys,
pheasants, and quail, and in milk and
eggs.
§ 556.80 Bambermycins.

Tolerances are established for resi-
dues of bambermycins in uncooked ed-
ible tissues of chickens as follows:

(a) In muscle tissues: 0.75 part per
million.

(b) Inliver: 0.50 partper million.
(c) In kidney, skin,'and fat of chick-

ens: 1.00 part per mllion.

§ 556.90 Buquinolate.
Tolerances are established for residues

of buqulnolate as follows:
(a) In edible tissues of chickens:
(1) CIA part per million in uncooked

liver, kidndy, and skin with fat.
(2) 0.1 part per million in uncooked

muscle.
(b) In eggs:
(1) 0.5 part per million in uncooked

yolk.
(2) 0.2 part per million in uncooked

whole eggs.
§ 556.100 Carbadox.

No residues of carbadox (Methyl 3-
(2-qulnoxalinylmethylene) carbazate-AZ,
NW-dloxlde) and Its metabolite (qulnoxa-
line-2-carboxyllc acid) are found In the
uncooked edible tissues of swine as deter-
mined by the following method of
analysis:

L 1RxAczrrS

A. Benzene-Datlled-n-Glas grade, Bur-
dick and Jackson Laboratorles or equivalent.

B. Ethyl acetnte-Dtstilled-ln-Glass grade,
Burdick and Jack!on Laboratorles or
equivalent.

C. n-Hexane-DLstlled-in-Glass grade.
Burdick and Jackson Laboratories or
equivalent.

D. 1-Propanol-reagent grade, dried over
molecular sleve pellets (5A).

E. 9tric acid monohydrate-U.S.P, Pflzer,
Inc.. or equivalent.

F. Potamlum hydroxide-pellets, reagent
grade.

G. Sodium hydroxide-pellets, reagent
grade.

H. Hydrochloric acld-reagent A.CS.
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I. Sulfuric acid-reagent, A.C.S.
J. Sodium sulfate-anhydrous, reagent

grade.
K. Quinoxaline-2-carboxylic acid-Pfizer

Inc., or equivalent.
L. Propyl quinoxaline-2-carboxylate-

Pfizer, Inc., or equivalent.
M. Acridine-practical grade; Matheson.

Coleman and Bell or equivalent.

Ir. SOLUTIONS

A. 11f Citric acid.
B. SM Sodium hydroxide.
C. 3M Potassium hydroxide.
D, 0.5M Citric acid buffer. Adjust the pH

of 100 milliliters of IM citric acid to pH 6.0
with 5M sodium hydroxide (approximately
55 milliliters). using a previously calibrated
pH meter. Adjust the final volume to 200
milliliters with distilled water. Before making
the final pH adjustment, cool the buffer'to
room temperature.

E. 1-Propanol-sulfuric acid reagent (97:3).
Dilute 3 milliliters of concentrated sulfuric
acid to 100 milliliters with dried, filtered, and
cooled 1-propanol.

F. Acridine solution. Dissolve I milligram
of acridine in 100 milliliters of benzene.

G. Quinoxalne-2-carboxylic acid solu-
tions:

1. Stock solution A. Dissolve 1.25 milligram
of quInoxallne-2-carboxylic acid In enough
1-propanol to make 100.0 milliliters (concen-
tration 12.5 micrograms per milliliter).

2. Stock solution B. Dilute 1.0 milliliter of
stock solution A to 100.0 milliliters with
1-propanol-sulfuric acid reagent (concen-
tration 0.125 microgram per milliliter).

3. Working standard solution C. Dilute a
2.0 milliliter aliquot of stock solution B to
10.0 milliliters with 1-propanol-sulfurlo acid
reagent (concentration 25.0 nanograms per
milliliter).

4. Working standard solution D. Dilute a
3.0 milliliter aliquot oT stock solution B to
10.0 milliliters with I-propanol-sulfuric acid
reagent (concentration 37.5 nanograms per
milliliter).

5. Working standard solution E. Dilute a
4.0 milliliter aliquot of stock-solution B to
10.0 milliliters with 1-propanol-sulfuric acid
reagent (concentration 50.0 nanograms per
mi"lllter).

6. Fortification solution. Dilute 3.0 mil-
liliters stock solution A to 250 milliliters with
distilled water (concentration 150 nanograms
per milliliter).

7. Propyl quinoxaline-2-carboxylate solu-
tion. Dissolve 1.00 milligram of propyl
quinoxaline-2-carboxylate In enough ethyl
acetate to make 10 milliliters (concentration
100 microgra' per milliliter).

M.' APP'AnTus

A. Column, glass-tapered at one end. 0.9
centimeters x 21.5 centimeters, prepared
from a 10-milliliter serological pipette.

B. Centrifuge tubes, heavy duty-50-
milliliter graduated (60-millilter capacity).
equipped with glass stoppers, R. C. Ewald,
Inc., or equivalent.

C. Centrifuge tubes--50 milliliters gradu-
ated, equipped with glass stoppers.

D. Volumetric flasks--5 10 100 and 250-
milliliter capacity, glass stoppered.

E. Pipettes, automatic transfer-10 15 and
25-milliliter delivery volume.

F. Pipettes, measuring-0.1 and 0.5 milli-
liter delivery volume.

0. Pipettes, volumetric--:1 2 3 4 and 5-
milliliter delivery volume.

H. Pipette, serological-10 milliliter deliv-
ery volume.

I. Pipettes--Pasteur, disposable.
J. Propipbtte bulb.
K. Syringe-10 microliter capacity, Hamil-

ton or equivalent.
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L. Crystallizing dish-190 nlhnimeter (di-
ameter) x 100 millimeter (height), for oil
bath.

M. Test tube rack.
N. Test tube mixer-Vortex mixer or

equivalent.
0. Lab Jack-Cenco or equivalent.
P. Thermo-stir hotplate.
Q. Magnetic stirrer bar (teflon).
R. Thermometer--centigrade, 0° 

to 1800 C.
range.

S. Knife (for cutting frozen tissue).
T. Ultraviolet light-254 nanometers and

366 nanometers.
U. Scalpel.
V. Torsion balance---style RP-1, class A,

Torsion Balance Co., or equivalent.
W. Cahn electrobalance-Cahn Model C-2

or equivalent.
X. Centrifuge-International, size 2, model

K, or equivalent.
Y. Rotary evaporator equipped either with

a water aspirator or with a vacuum pump
and condenser.

Z. Alkacid test paper.
AA. Glassine paper.
BB. Glasswool.
CC. Flask-round bottom, 29/42 ST, 250

milliliters.
DD. Flask-round bottom, 19/22 'ST, 65

milliliters:
EE. Funnel-burette.
FF. Hair dryer.
GG. pH meter.
HH. Tray-instrument, stainless steel.
Ir. Water bath.
Ji. Precoated thin>jayer plates-20 x 20

centimeters; 250 micron thickness, Silica gel
GF, E. Merck, Darmstadt; distributed by
Brinkmann Instruments Inc., Westbury, N.Y.
11590 or equivalent.

XK. Desaga multiplate developing tanks
for five 20 x 20 centimeters plates-distributed
by Brinkmann instruments Inc. or
equivalent.

LL. Gas-liquid chronlatograph-Mcro Tek
220 model instrument (or equivalent)
equipped with a NI electron affinity pulsed
detector and a 0-1 MV recorder. Conditions
and operating parameters for the gas-liquid
chromatograph are: Isothermal column tem-
perature, 175 ° C.; inlet heater, 270" C.; EC
detector temperature, 275 °  C.; argon-
methane (95:5) flowrate, 10Q.mlithiters per
minute (40 pounds per square inch); chart
speed, Y inch per minute, attentuation, 10 x
64. Electrometer pulse parameters: RF mode;
voltage output, 55; pulse rate, 270 micro-
seconds; pulse width, 3.0 microseconds.

A glass sleeve injection port liner is In-
stalled for off-column injections.

MIJ. Packing-3 percent OV-17 on Gas
Chrom Q, 60-80 mesh, Applied Sciences Lab-
oratories, Inc. or equivalent.

NN. Column-pyrex glass, U-tube, 6 feet
(length) x 4 millimeters (inside diameter).
Condition the packed column at 2800 C, for
at least 72 hours with argon-methane (95:5)
flow, detached from the detector input.

00. Septum-high temperature type (HT-
13). Applied Sciences Laboratories, Inc. or
equivalent.

PP. Detector-Nickela electron capture. The
voltage current profile for- this detector
should plateau at 30 volts or less in the DC
mode when a stream of nitrogen gas is passed
through the column and the electron capture
detecror.

IV. PRocEURE

A. DISSOLUTION AND HYDROLYSIS 5=5

Transfer 5 grams of swine tissue (freshly
sliced from frozen tissue) to a 50-milliliter
centrifuge tube. Add 10 milliliters of 3M po-
tassium hydroxide, stopper, and place in a
100 ° C. silicone oil bath for 1 hour.

NOTE: The level of the silicone oil bath
should exceed that of the tissue sample.

Stopper the tubes lightly in order to allow
the digestion mixture to "breath". To do-
termine the recovery of quinoxalino-2-car-
boxylic acid n swine tissue at the 30 p.p.b.
level, fortify 6 grams of sample with 1 milli-
liter of fortification sslution (concentration
150 nanograms per milliltorl.

D. EXTRACTIONI STEP

-1. Cool the alkaline hydrolyzato in an ice
bath and acidify to ! 1 pH 1 (deep rod to
alhacid test paper) with 4 millilitera of con-
centrated hydrochloric acid. Add 15 milli-
liters of ethyl acetate to the acidified hydrol-
yzate, stopper, and extract by shaking for 20
seconds. Centrifuge the mixture at 1,600 rev-
olutions per minute for 5 minutes to clarify
the ethyl acetate phase. Recover the ethyl
acetate phase with a blowout pipette
equipped with a propipotto bulb, and trans-
fer this extract to a 00-milliliter ceparatory
funnel equipped with teflon stopcocks. Re-
extract the hydrolyzate with two additional
15-millllter portions of ethyl acetate, and
combine the organic extracts.
NOTE: Do not contaminate the ethyl ace-

tate phase with interfacial material during
these extractions. Quinoxalne-2-carboxyile
acid is unstable in strongly acidic colutiona.
Continue to process these extracts through
the benzene extraction and evaporation
steps.

2. Add 5 milliliters of 0.6M citric acid buf-
fer (pH 6.0) to the ethyl acetate extract,
shake, and allow the lower phase to clarify
for about 20 minutew. Collect the aqueoua
phase in a 50-mllniter glass-stoppored cen-
trffuge tube. Beoxtract the ethyl acetate
phase with an additional 5 millillters of pH 0
buffer, wait for the aqueous phase to clarify,
and combine the aqueous extracts. Acidify
(: pH 1) the aqueous extract with 2 milli-
liters of concentrated hydrochloric acid,
stopper, and extract with 26 milliliters of
benzene. Centrifuge to clarify the benzone
layer and transfer the organic phase, using
a blowout pipette equipped with a propipetto
bulb, to a 250-milliliter round bottom flasl,
Repeat the extraction and centrifugation
steps three times. Combine the benzene ex-
tracts (about 100 milliliters) and evaporate
to near-dryness, using a rotary evaporator
equipped with a water aspirator and with a
water bath set at 40

° 
C.

NoTE: A rotary evaporator oquippod with a
vacuum pump and condenser may be ured at
this point. These re3idues may be stored
overnight.

c. ZSTERFICATION STEP

Reconstitute the residue from the provious
step by rinsing the walls of the round bottom
flask with 2 x 2 milliliters of 1-propanol-sui-
furle acid reagent; transfer each rinse with
a disposable pipette to a 60-milliliter centri-
fuge tube. Stopper and heat the tube in a
silicone oil bath at 90* C. for 1 hour. Cool
the reaction mixture in an ice bath before
proceeding to the following extraction stop,

NoTE: Samples and standards may be
stored overnight at room temperature in the
propanol-sulfuric acid medium.

D. EXTRACTION OF TUE ESTE= DERIVATIVE

Add 10 milliliters of water and 16 milliliters
of n-hexane to the esteriflcation mixture,
Extract and centrifuge to clarify the n-hexane
phase. Transfer the n-hoxano extract to a
65-milliliter round bottom flask; reoxtrct
the aqucous-propanol phase with two addi-
tional 15-milliliter portions of n-hoxane.
Centrifuge after each extraction and com-
bine the n-hexano extracts. (NOTE: Avoid
taking any of the aqueous phase in this ex-
traction 'tep; otherwise, the n-hoxano ex-
tracts will have to b3 washed with 3 x 10
milliliters of water and dried over sodium
sulfate.) Concentrate this solution to 0.6
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milliliter, using a rotary evaporator equipped
with a water aspirator and with a water bath
set at 25 ° C. (NoTE: A rotary evaporator
equipped with a vacuum pump and con-
denser -may be used at this point.) Fortify
this solution with 0.1 mlliliter of acridine
marker (1 milligram per 100 milliliters
benzene).

NOTE: Do not store the n-hexane extracts
of the propyl ester derivative overnight. Con-
.tinue to proces these solutions by the fol-
lowing thin-layer chromatography step E.

E. T!r B -LAY'ER c HROMATOGAPE

1. Quantitatively transfer the concen-
trated n-hexane extract to the "origin" of
a 20-centimeters x 20-centimeters allca gel
thin-layer plate, using a disposable pipette.
When pipetting this extract, streak It In a
uniform band approximately 15 centimeters
across and, approximately 20 millimeters
above the lower edge of the plate, making
sure" not to scratch or remove appreciable
portions of adsorbent and avoiding applica-
tion of the sample to the sides of the plate.
The applied band should not diffuse or pene-
trate to the end of the sill a gel layer, but
sh9uld remain 10 millimeters above thelower
edge of the silica gel layer. Rinse the-ound
bottom flask (containing residual n-hexane)
with three portions of appioximately 0.25
milliliter each of ethyl acetate; transfer each
portion with the same pipette and cover the
same area of the plate as described above.
Following each application of the extract
and ethyl acetate washes, evaporate the sol-
vent from the plate by directing a stream of
cool air to the sample zone ("origin"). Prior
to chromatographic development, place an
edge (approximately 5 millimeters deep) of
the thin-layer plate into a tray of ethyl ace-
tate so that the solvent will rise through the
applied sample zone to form It Into a narrow
band aproxtmately 10 millimeters above the
"origiWl Air dry this plate before chromato-
graphic development.

2. .Place the prepared plate in a chromato-
graphic chamber lined with blotting paper
and saturated with the benzene-ethyl ace-
tate system (85:15). Develop the plate twice
in this system, maintaining straight solvent
fronts and allowing the- solvent frofit to
reach the top of the plate during each Irriga-
tion. Air dry the thin-layer plate for approxi-
mately 5 -minutes between the first and
second Irrigations. Each Irrigation takes ap-
proximately 75 minutes. Developed plates
should not be stored overnight. Examine
the developed plate under long wavelength
(366 nanometers) ultraviolet light and lo-
cate the blue fluorescent band of acridine
(Ri approximately 0.5). Mark out a 12-
millimeters x 20-centimeters band of silica
gel encompassing an area 5 mllimeters above
and 7 millimeters below the center of. the
acridine marker and extending from one side
of the plate to the other.

No=: The relative mobilities of propyl
quinoxaline-2-carboxylate and acridine must
be checked In each laboratory to determine
where a 12 milliliter x 20-centimeters zone
of silica gel is to be excised in order to
quantitatively recover the propyl ester deriv-
ative. This may be accomplished by mixing
0.1 milliliter of acridine solution (1 milli-
gram per 10O milliliters) with 0.4 milliliter
of propyl quinoxallne-2-carboxylate (100
micrograms per milliliter) and chromato-
graphing this solution 'as directed above.
Examine the developed plate under long
wavelength (366 nanometers) ultraviolet
light and locate the blue fluorescent band
of acridine (Rr approximately 0.5). Examl-
nation of the plate under short wavelength
(254 nanometers) ultraviolet light locates
the -blue absorbing band of propyl
quinoxallne-2-carboxyate (RB approximately
0.5).

3. Reduce the sample zone to a fine powder
by making a series of horizontal cuts with
a scalpel. Gently transfer this powder with
the aid of a stainless steel spatula to glalne
paper; pour this material nto a burette
funnel atop a small glass column packed
with a glass wool plug. Elute the adsorbent
with ethyl, acetate (about 6 millilters), and
collect the eluate to mark in a 5-milliliter
volumetric flak. Examine this eluate by gas-
liquid chromatography.

NOTE: Contamination of thin-layer chro-
matographic plates can be checked by gas-
liquid chromatographic examnination of an
eluate prepared by processing a blank plate
as in paragraph 1 above, starting at the
point: "place an edge (approximately 5 milli-
meters deep) of the thin-layer plate into
a tray of ethyl acetate 0.!' It the plate
is contaminated, examine alternate lots of
precoated thin-layer plates.

F. BTrADM CUZv

Plpette 4-milliliter aliquots of quLnoxaline-
2-carboxylic acid working standard solutions
C, D, and E, respectively, and 4-m1llliter
portions of 1-propanol-ullfurio acld reagent
into 50-mlli1ter centrifuge tubes; stopper,
react, extract, and concentrate as directed in
the esteriflcaton and extraction steps de-
scribed in subsections 0 and D above; how-
ever, omit the addition of acridine to the
n-hexane concentrate and do not cbromato-
graph It by thin-layer chromatography. In-
stead; reconstitute the n-hexane concentrate
with ethyl acetate and quantitatively trans
fer this solution to a 5-milliliter volumetric
flask to give working standard solutions C,
D, and E. The final concentrations of work-
Ing standard solutions C, D, and E, are
20, 30, and 40 namograms per milllit4r- re-
spectively, and are equivalent to 20, 30, and
40 p.p.b., respectively.

0. GAS-UQlUID CIM0OXTOOCUPI

Separately inject 4 microlitera of each of
the working standard solutions C, D, and E
(prepared as described above (P) nto the
gas-liquid chromatograph to determine the
retention time of propyl qulnoralln -2-
carboxylate and the relative responwe of the
EC detector. Construct a standard curve by
plotting concentration (p.p.b.) versus peak
height (millimeters).

(No=: The reagent blank must show
no interfering ga-liquid chromatographic
peaks.) The peak height ot propyl quin-
oxaline-2-carboxylate at the 30-p.p.b. level
(working standard solution D) should ap-
proximate 10 percent of full-scale deflection

-with a retention time of 5 mInutes. Follow
these Injections with 4-microliter Injections
of the tissue eluates, allowing 20 mlnutes be-
tween injections to clear the instrument of
background peaks.

Measure the peak heights of ramples and
determine their concentration (p.p.b.) by
reference to the standard curve.

n. CALCULAT021

From the standard curve and the observed
peak height of qulnoxallne-2-carboxyllc acid
in the sample, determine its concentration
(p.p.b.).

§ 556.110 Carbomycin.
A tolerance of zero Is established for

residues of carbomycin In the uncooked
edible tissues of chickens.

§ 556.120 Chlorhexidine.

A tolerance bf zero is established for
residues of chlorhexidine in the uncooked
edible tissues of calves.

§ 556.130 Cldormadinoneacetate.

No risidues of chlormnadinone acetate
(6 - chloro - 17 - hydroxypregna - 4.6 -

diene-3,20-dlone acetate) may be found
in the uncooked edible tissues of beef
helfers and beef cows as determined by
the following method of analysis:

L Method of analysis. Chlormadinone ace-
tate (CAP) Is extracted from muscle, liver. 
and kidney with methanol or from fat with
hexane. The samples are purified by liquid-
liquid extraction and by column chroma-
tography. Final measurement Is made by
ga-liquld chromatography.
3L Reagents.
A. Methanol, analytical reagent; (AR).
B. Carbon tetrachloride AR.
C. Dichloromethane Alt (redistilled).
D. Benzene, nanogradd.
E. Hexne AR.
P. Acetonltrile AR.
G. Chloroform AR.
H. Chloroform AR, containing 50 percent

by volume dichloromethane AR.
L Silica gel 0.2 to 0.5 millimeter for col-

umn chromatography, Brinkmann Institute,
Inc. or equivalent.
J. Activated Alumina. Alcoa F-20, Alcoa

Corp., or equivalent-
K. Sodium sulfate, anhydrous.
L. Chlormadinone acetate standard, Elanco

Products Co.
IIM Apparatus.
A. Tissue blender-Hamilton Beach Model

8, or equivalent, equipped with blender heads
to fit half-pint Mason jars.

B. Centrifuge--Internatonal Model V, or
equivalent, equipped to receive 250-milliliter
centrifuge tubes.

C. Separatory funnels-250 millititers.
D. Glass chromatography columns--14 x

250 millimeters.
F. Rotary vacuum evaporator-Rinco, or

equivalent.
P. Evaporating flasks--300 and 125 mill-

liters.
G. Amorted volumetric flasks, pipettes,

and graduated cylinders.
H. Gas chromatograph-Jarrell-Ash Model

28-700, or equivalent, equipped with an
electron affinity cell.

L Preparation of column packing:
Gas chrom Q (80-100 mesh)-Applied

Science Laboratories, Inc. or equvalent.
KE-60 (silicone gum [nitrile] GB.)-P

and M Scientific Corp. or Applied Science
Laboratories, or equivalent.

Weigh 19.7 grams of 'the Gas Chrom. Q.
transfer to a 1-liter round-botom flask and
add suMfclent acetone tc cover the solid sup-
port. Weigh 300 milligrams of the XE--60 In
a 150-millilter beaker; dLsolve in 75 mill-
liters of acetone, and transfer to the flas
containing the solid support Rinse beaker
several times with acetone and add rinses
to he flask.

Evaporate the acetone In a rotary vacuum
evaporator using continuous rotation. A
warm water bath (40" C.) Is used to hasten
the evaporation.

"Caking" of the solid may occur during the
evaporation before all the acetone is removed.
On continued evaporation, the solid will
tumbel freely. When the coated phase tum-
ble3 freely in the flk and no odor of acetone
la detected, the phase is removed from the
flany. (A Morton type fla may be sub-
stituted for the round-botom flask, if in-
termittent rotation is used during the
evaporation.)
Pour the prdpared phase on a 60-mesh

screen sleve and collect that portion of the
phase that psazes the 60-mesh screen and is
retained an the 100-mesh screen. Use gentle
tapping during screening step to avoid
breaking of particles. Discard that portion of
the phas which is retained on the 60-mesh
screen and that portion which passes through
the 100-mesh screen.

IV. Standard solutions.
A. Chlormandnone acetate standard solu-

t/on, 50 micrograms per m lliliter-accurately
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weight 5 milligrams of standard chlormadl-
none acetate and transfer quantitatively to a
100-milliliter volumetrio flask. Dissolve the
standard and dilute to the mark with nano-
grade benzene. Mix the solution thoroughly.

B. Chlqrmadilnone acetate standard solu-
tion, 1 microgram per milliliter-pipette 2
milliliters of 60 mcg./ml. from A above dnto
a 100-milliliter volumetric flask and dilute to
the mark with methanol.

NoTE: Chlormadinone acetate is relatively
stable in these solutions; however, it is rec-
ommended that solution A (50 mcg./ml. in
benzene) be prepared fresh every month and
that solution B be prepared fresh each week.

V. Procedure.
A. Extraotion and purification of muscle

and. liver sample.
1. Thoroughly grind tissue and weigh a

representative 20-gram sample of tissue iuto
a half-plnt Mason jar.

2. Add 2 milliliters of methanol per gram
of sample.

3. Blend the sample until uniform.
4. Transfer as much of the sample as possi-

ble to a 250-milliliter centrifuge bottle and
centrifuge for 20 minutes at about 2,000
r.p.m.

No: Do not rinse with additional solvent
since this would introduce an unknown in
the volume from which the aliquot in step 5
below is taken.

6. Immediately transfer 30 milliliters of
supernatant liquid (measured with a grad-
uated cylinder) to a 260-milliliter separatory
funnel.

N To: The aliqfot should 'be taken soon
after centrifuging. Otherwise the solids tend
to expand and reduce the amount of super-
nate which can be decanted.

No=: Smaller aliquots may be taken in
cases where the liquid yield is less than 30
milliliters. In a series of samples the calcula-
tions may be expedited by using a uniform
aliquot size for all samples and standard
recoveries in the series.

6. Extract the supernate from step 5 above
about 20 seconds with 30 milliliters of car-
bon tetrachloride (CCL,). Transfer the CCl,
fraction (lower phase) to a 300-milliliter
evaporating flash. Extracthe aqueous meth-
anol phase with two more 30-milliliter por-
tions of CCI, and combine the extracts.
Stopping place. Evaporate the combined Cal,
fractions to dryness by rotary vacuum
evaporation using a water bath at about
s0 C.

-NOrE: If the OC1, fractions are cloudy or
appear to contain emulsion, the CC4 should
be filtered through anhydrous sodium sul-
fate Into the evaporating flask.

7. Prepare a silica gel column for each
sample as follows:

a. Place about 10 milliliters of dlhloro-
methane (C4CI2 ) Into a 14 x 250-millimeter
glass chromatographic column. Insert a glass
wool pledget and tamp with a glass stirring
rod to eliminate air bubbles.

b. Add 10 mlliliter (about 4.8 grams) of
silica gel to the column through a powder
funnel.

c. Add about 6 milliliters of dichiorometh-
ane (OH2 CI2) to the top of the colun and
stir the silica gel witha stirring rod to eliml-
nate air bubbles.

d. After the silica gel has settled, add
about 2 centimeters of anhydrous sodium
sulfate to the column layering it carefully
to avoid disturbance of the silica gel surface.

e. Drain the 0H2 01 to the top of the so-
dium sulfate.

8. Dissolve the sample from step 6 above
In 10 milliliters of CHI.CL and charge the
chromatographic column ith the solution
at a flow rate of about 3 milliliters per
minute.

9. ninse the flBask with 10 milliliters of
CIH014 and transfer the rinse to (the column
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after all solution from step 8 above has
passed Into the column.

10. Develop the column with 75 milliliters
of 50/60 dichloromethane/chloroform (dis-
card this fraction).

11. Place a 125-milliliter evaporating flask
Into position to receive the column eluate

12. lute the column with 75 milliliters of
chloroform.

,a3. Evaporate the eluate to dryness by
rotary evaporation.

14. Transfer the sample to a 15-milliliter
glass sample vial with the aid of about 5
milliliters of acetone (or chloroform) n 2
or 3 portions. Evaporate the acetone under
a stream of compressed air and close the vial
with an aluminum-lined screwcap.

15. Dissolve -the sample in ,1.0 milliliter of
nanograde benzene.

16. Asay the sample by gas-liquld chro-
matography as described in E below.

B. Extraction and purification of ddney
samples.

1. Process kidney samples exactly as de-
scribed for muscle and liver In A, steps 1
through 6, above.

2. Prepare an alumina column for each
sample as follows:

a. Place about Zlemilliliters of 0H2 C12 Into
a 14 x 250-millimeter glass chromatographic
column. Insert a glass wool pledget and
t mp with a glass stirring rod to eliminate
air bubles.

b. Add 10 milliliters of alumina to -the
column, through a powder funel.

c. Add about 5 milliliters of CHCCL2 to the
top of the column and stir the alumina with
a stirring Tod -o eliminate air bubbles.

d. After the alumina has settled, add
about 2 centimeters or anhydrous sodium
sulfate to the column, layering it carefully
to avoid disturbance of the alumina surface.

e. Drain the CHCI 2 to the top f the
sodium sulfate.

3. Dissolve the kidney sample in '10 milli-
liters of C14CI, and chage the chromato-
graphic column with -the solution at a flow
rate of about 3 milliliters per minute.

4. Mise the flask with 10 milliliters of
CHCVl and transfer the rinse to the column
after all solution from step 3 above has
passed into the column.

5. Develop the column with 75 milliliters
of CH 2C and discard this fraction.

6. Place a 125-milliliter evaporating flask
into position to receive the column eluate.

7. Elute the column with 75 milliliters of
chloroform. -

8. Continue exactly as in steps 13 through
16 in A above.

NoTn: The suitability of each lot of alu-
mina should be evaluated prior to Its use for
experimental samples. This Is done by assay-
ing duplicate 1-microgram chlormadinone
acetate standard samples by the alumina
column, procedure as described in steps 2
through 7 above. The sample is then evap-
orated, dissolved in 1 milliliter of benzene,
and subjected to gas chromatographic meas-
urement. Percent recovery as compared to a
1 mcg./ml. standard should be 90 to 100
percent.

C. Extraction and purification of fat
samples.

1. Weigh a representative 16-gram sam-
ple of fat into a 250-milliliter beaker.

2. Warm the fat on a steam bath until the
sample melts or becomes semisolid.

3. Dissolve the fat in 125 milliliters of hex-
ane and allow the sample to cool to room
temperature. Mix the sample with a glass
stirring rod to effect solution of the fat.

4. Prepare a funnel with approximately
a 1 2 -Inch 'bed of anhydrous sodium sulfate.
Pass the hexane solution of fat through the
sodium sulfate into a 250-milliliter separa-
tory funnel.

Norn: This step removes connective tisauo
and other hexane insoluble materlald.

5. Wash the sodium, sulfate with two 15-
milliliter portions of hexano.

6. Extract the hexano fraction about 20
seconds with 30 millilitors of acetonitrlo,
Pass the acetonitrito (lower phase) through
a sodum sulfate bed into a 300-milliliter
evaporating flask.

7. Repea step 6 above with 3 additional
30-mlliliter portions of actonitrilo and
combine the extracts.

8. Wash the sodium sulfate with 10 mill-
liter of acetonitrilo and evaporate the
acetonitrile fraction to dryness by rotary
vacuum evaporation.

9. Dissolve the sample In 10 milliliters of
dlchloromethane and piurify by silica gel
column chromatography *xactly as described
in steps 7 through 14 under A above.

10. Assay the sample by gas-liquid chro-
matography as described in E below.

D. Preparation of control and standard
recovery samples. If control tissues are avail-
able, one control and one standard recovery
sample are assayed with each day'o "exporl-
mental samples. Control tissues are assayed
exactly as described in A, B, and C above.
Standard recovery samples are prepared by
fortifying control tissues with chlormadinono
acetate at a level of 0.05 part per million as
follows:

1. Muscle, liver, and kidney-wolgh 20
grams of tissue Into a half-pint Mason jar
and add 1.0 milliliter of a methanol solution
containing 1 mcg./ml. chlormadlnono acetate
(standard solution B).

2. Pat-weigh 15 grams of fat Into a 250-
milliliter beaker and add 0.75 milliliter of
1 mcg./ml. standard solution B.

NoTe: A 1-milliliter measuring pipette
graduated in 0.01-milliliter incromonts Is
ordinarily used for this purpose.

3. Process the standard recovery exactly
as in A, B, and C above.

E. Measurement. Samples from A, B, and
C above are measured by gas-liquld chro-
matography (GLO) using an Instrument
equipped and adjusted as described in H
below.

1. Prepare a 1-mcg./ml. chlormadinono
standard in benzene by pipetting 1 milliter
of standard solution B into a sample vial,
evaporating to dryness under compresed air,
and redissolving in 1 milliliter of nanogrado
benzene.

2. Condition the gas chromatographla
column each day prior to a say of expert-
mental samples.

a. Inject 1 microliter of the 60 meg./ml,
standard (solution A) into the GL0
instrument.

b. Inject 1-microliter portions of nano-
grade benzene until the chrematogram
shows no chlormadinono acetate peak.

3. Adjust the GL instrument to give a
peak height of about 3 centimeters (2.5 to
3.5) upon Injection of 1 mlcroliter of 1-mcg,/
mlstandard from step 1 above).

NOTE: The Injection technique is "Injeo-
tion by difference" using plug injection as
described In the "U.S. Health, Education.
and Welfare Pesticide Analytical Manual,"
vol. 1, July 1965, section 2.17, page 7.

4. Inject repeated 1-mieroliter sample3 of
the 1-mcg./ml. standard (step 1) until sue-
cessive injections show a reproducibility of
peak height of about ±5 percent.

5. Inject 1 microliter of the 0.05 part per
million standard recovery sample until suc-
cessive injections shows a reproducibility of
peak height of about ±5 percent.

6. Inject 1 microliter of each experimental
sample.

NoTE: If an experimental sample gives a
response in excess of twice that of the
1-mcg./m. standard, the sample should be
diluted with benzene and reassaycd. Thic will
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necessitate making the appropriate changes prepared, use periodic injections of the
in the calculation. 1-meg./ml. standard.

7. Repeat injection of the 0.05 part per 8. Measure the peak height of chlormadi-
million standard-recovery sample alter each none acetate in centimeters for all samples
4 or 5 experimental samples to compensate and standards.
for slight changes in instrument parameters. F. Calculation of chlormadinone acetate
Norn: If a standard recovery sample Is npt In muscle, liver, and kidney.

1. Percent recovery- pH recovery sample X 1.8X100, where pH=peak height.

pH direct standwad
2. Calculation of residue in parts per million (mcg./g.) when standard recovery at 0.050

partper million are run with assaytamples:

Sample pt -v 005 mcg./g.=mcg./g chlormadlnone acetate In assay sample.
Standard recovery pH

This computation is recommended since the assay samples are compared directly to the
0.050-part per mllion standard recovery. This practice compensates for recovery factors
encountered and- aliquots taken during the assay procedure.

3. When a standard recovery sample is not prepared with the assay samples:

Part pery HpH sample xi dmcg.imi.PHdirect Standr
1.0 ml. benzene (2.OXsample welght+0.7X snple weight)

X30 ml. aliquot Sample weightThis equation reduces to:

pH sample

PH direct standard X0.09FParts per million of chlormadinone acetate in assay sample.

The above equation is based on the assumption that muscle, liver, and kidney contain
70 percent water. Further the total volume (milliliters) of liquid obtained after blending
Is assumed to be 2.7 times the tissue weight; for example, 2 mlliliters of methanol per
gram of tissue and 0.7 milliliter of water per gram of tissue. These assumptions are not
absolutely correct because of slight differences In the water content of tissues and the
slight volume change which occurs when.methanol and water are combined; however, the
ass umnptions are considered to be accurate enough for practical purposes.

G. Calculations of chlormadinone acetate In fat. Since the fat samples are ampled by
exhaustive extraction'rather than by aliquot; a different calculation Is necessary.

1. Percent pH recovery sample X1.33X 100.
• re recovery pH direct standard 1.3X0.

2. Calculation of residue in parts per million when a standard recoveryltample at 0.05
part per million is included:

pH sample
pH sandad reove 0.05O mcg./g.=mcg./g, chlormadinone acetate.pH standard recovery"

3. Calculation of resldue when no standarit recovery is incluLded:

pH sample 1.0 mcg./ml. I
pH directstaaldardX 1.0 m X S ple welght

= m c g. / c h lormad
in on acetate.

H. Gas-liquid chromatography.
1. Instrument parameters.
a. Jarrell-Ash Model 28-700.
Column-.16 inches of packing in 4-milli-

meter i.d. borosilicate glass.
Slacking-l.5 percent CF-60 on Gas Chrom

Q80/100 mesh.
Column terrperture-220 ° C.
Cell temperature-210 ° 

C.
Injector temperature-250 ° C.
Electrometer range-IX1- 0 

amperes full
scale.

Detector-electron afinity with plane par-
allel electrodes.

Detector voltage - to give 70 percent of
standing current.

Carrier gas--prepurified nitrogen 170ml./
min.

b. F and- Model 402.
Column-16 Inches of packing in 4-milli-

meter id. -borosilicate glass column.
Column packing-1.5 percent XE-60 on

Gas Chrom Q80/100 mesh.
Detector - electron capture- tritium

source.
Column temperature--250 C. ,
Cell temperature-200 o C.
Mash Heater---305 ° C.
Pulse-150 lsec.
Range and attenuation-to obtain a peak

height of 2.5 to 3.5 centimeters with injec-
tion of 1.0 Azl of a 1.0 mcg./mL standard In
benzene.

Carrier gas-argoA/methane 90/10.

-Gas flow-190-200 mlliliters per minute.
Under these conditions, the retention time

of chlormadinone acetate is approximately 5
minutes.

§ 556.140 Cliorobutanol.
A tolerance of zero is established for

residues of chlorobutanol in milk from
dairy animals.
§ 556.150 Chlortetracycline.

Tolerances are established for residues
of chlortetracyclne in food as follows:

(a) In edible tissues and in eggs of
chickens, turkeys, and ducks:

(1) 4 parts per million In uncooked
kidney.

(2) 1 part per million in uncooked
muscle, liver, fat, and skin.

(3) Zero in eggs.
(b) In edible tissues of swine:
(1) 4 parts per million in uncooked

kidney.
(2) 2 parts Per million in uncooked

liver.
(3) 1 part per million i uncooked

muscle.
(4) 0.2 part per million in uncooked

fat.
(c) In edible tissues of calves:
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(1) 4 parts per million in uncooked
liver and kidney.

(2) 1 part per million in uncooked
muscle and fat.

(d) In edible tissues of beef cattle ard
nonlactating dairy cows:

(1) 0.1 part per million in uncooked
kidney. liver, and muscle.

(2) Zero in uncooked fat.
(e) Zero inmilk

§ 556.160 Clopidol.
Tolerances for residues of ;lopidoI

(3,5 - dlchloro-2,6-dimethyl-4-pyridinol)
in food are established as follows:

(a) In cereal grains, vegetables, and
fruits: 0.2 part per milion.
(b) In chickens and turkeys:
(1) 15 parts per million in uncooked

liver and kidney.
(2) 5 parts per million in uncooked

muscle.
(c) In cattle, sheep, and goats:
(1) 3 parts per million in uncooked

kidney.
(2) 1.5 parts permllfoninuncooked

liver.
(3) 0.2 jart per million i uncooked

muscle.
(d) In swine: 0.2 part per-milion in

uncooked edible tissues.
(e) In milk: 0.62 part per million

(negligible residue).
§ 556.170 Decoquinate.

Tolerances are established for residues
of decoqulnate in the uncooked edible
tissues of chickens as follows:

(a) 2 parts per million in tissues other
than skeletal muscle.

(b) 1 part per million in skeletal mus-
cle.
§ 556. 180 Dichlorvos.

A tolerance of 0.1 part per million is
established for negligible residues of di-
chlorvos (2,2-dieblorovinyl dimethyl
phosphate) in the edible tissues of swine.

§ 556.190 Diethylstiestrol.
(a) No residues of diethylstilbestrol

may be found in the uncooked edible tis-
sues of beef cattle and sheep after
slaughter or in any food yielded by or
derived from the living animal

(b) The method of examination pre-
scribed for the quantitative determina-
tion of estrogenic activity is the method
of E. J. Umberger, G. EL Gass, and J. M_
Curtis published In "Endocrinology,"
volume 63. page 806 (1958) 1

(c) 7he n±ethod of ;exnination pre-
scribed for the qualitative identification
of estrogeic activity as diethylstilbestrol
is asfollows:

(1) () Extract the diethylstilbestrol
with alkali from a suitably prepared
sample of fat dissolved in isooctane; or

(ii) Extract the diethylstilbestrol wVith
ethyl alcohol from lean meat or liver,
followed by hydrolysis of the alcohol ex-
tractive with dilute hydrochloric acid.

(2) Either of the solutions of diethyl-
stilbestrol described in paragraph (c)
(1) of this section is next extracted with

I Cople3 may be obtained from: Food and
Drug Administration, Bureau of Foods, 200
C St. SW.. Washington. DO 20204.
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(3) The chloroform extractive of di-
ethyistilbestrol is then extracted with 1
percent sodium hydroxide, and the re-
sulting solution is acidified.

(4) The hormone is reextracted from
the acidified solution with chloroform. If
the solution is colored, the extraction
procedures may be repeated.

(5) The chloroform is evaporated and
the remaining residue is dissolved in a
su itable volume of methyl alcohol for
identification of the diethylstilbestrol, as
follows:

(i) Impregnate Whatman No. 1 filter
paper with a solution of 40 percent form-
amide in methyl alcohol, blot it lightly,
and dry for 5 minutes.

(Ii) Spot an aliquot of the methyl al-
cohol solution on the paper.

(iii) Similarly, spot an aliquot of
methyl alcohol solution of Reference
Standard diethylstilbestrol for identifica-
tion comparison.

(iv) Place the paper in a chromato-
graphic tank and develop, using the con-
tinuous ascending technique, either with
the solvent system heptane: toluene: :1:4
for 2.5 hours, or the solvent system cyclo-
hexene:cyclohexanol::98:2 for 45 min-
utes.

(v) Remove the paper from the tank
and, while still wet, irradiate it with
ultraviolet light from a 15-watt germi-
cidal lamp for 1 minute.

(vi) Observe fluorescence through a
black-light viewing apparatus.

§ 556.200 Dihydrostreptomycin.

A tolerance of zero is established for
residues of dihydrostreptomycin in un-
cooked edible tissues of calves, in milk
from dairy animals, and in any food in
which such milk has been used.

§ 556.210 Dimetridazole.
A tolerance of zero is established for

residues of dimetridazole in the uncooked
edible tissues and eggs of turkeys.
§ 556.220 3,5-Dinitrobenzamide.

No residues of 3,5-dinitrobenzamide
may be found in the uncooked edible tis-
sues of chickens as determined by the
following method of analysis:

I. Method of analysis-3,5-dinitrobenzam-
Idc. A method for 3,5-dinitrobenzamide (3,5-
DNBA) in chicken tissues Is described with
a cleanup step that removes mbst of the
interfering materials, thus allowing uncom-
pensated measurements to be read. The 3.5-
DNBA is extracted from the sample with
acetone and chloroform and prepared for
chromatography by iemoving the aqueous
phase in a separatory funnel and the solvents
in a flash evaporator. The extract residue Is
chromatographed on alumina to remove sev-
eral lipid components and residues of other
drugs. The benzamide eluate is passed
through a column of Dowex-50 resin, or
equivalent, to remove arylamnes; for ex-
ample, 3-amino-5-nitrobenzamide. The 3,5-
DNBA fraction is reduced, after removal of
alcohol, with TICl. In basic solution to an
arylamine, presumably 3.5-diaminobenzam-
ide. The reduced fraction Is placed on an-
other Dowex-50 column, most of the inter-
fering substances are removed with washings

of alcohol and water, and the arylamine resi-
due is eluted with 4N HC1. Colorimetric
measurement is made in a 100-millimeter
cell at 530 millimicrons after reacting the
residue with Bratton-Marshall reagents.

II. Reagents. A. Acetone.
B. Acetyl - (p - nitrophenyl) -sulfanilamide

{APNPS) standard-melting point range 264°

C.-267' C. Weigh and transfer 10 milligrams
of APNPS to a 100-milliliter flask, dissolve
and dilute to volume with acetone.

C. Alumina-activated F-20, 80-200 mesh,
Aluminum Co. of America, or equivalent sub-
stance.

D. Ammonium sulfamate.
E. Ammonium sulfamate solution-1.25

grams of ammonium sulfamate per 100 milli-
liters of water. Refrigerate when not in use.
Prepare fresh weekly.

F. Cation-exchange resin-Dowex 50W-X8,
200-400 mesh, Baker Analyzed Reagent, or
equivalent, prepared as follows:

1. Place 500 grams of resin into a 3-liter
beaker.

2. Add 2,000 milligrams of 6N HCI.
3. Heat and stir while on a bath at 80' C.

for 6 hours. Discontinue heating and con-
tinue stirring overnight.

4. Filter the resin on a Buchner funnel (24
cm.) fitted with Whatman No. 1 paper.

5. Wash the resin bed with four 500-milli-
liter portions of 6N HCl.

6. Wash the resin bed with 500-milliliter
_portions of delonized water until the effluent
has a pH or 5 of higher.

7. Wash the resin bed with three 400-millf-
liter portions of specially denatured alcohol
3A. Drain thoroughly.

8. Make a slurry of resin in 1,250 milliliters
of specially denatured alcohol 3A.

G. Chloroform.
H. Coupling reagent-0.25 gram of N-1-

naphthyl-ethylenediamine dihydrochloride
per 100 milliliters of water. Refrigerate when
not in use. Prepare fresh weekly.

I. 3,5-Dinitrobenzamide (3,5-DNBA stand-
ard). Add to boiling specially denatured alco-
hol 3A until a saturated solution Is obtained
and treat with activated carbon, filtered and
crystallize by cooling to room temperature.
The 3,5-DNBA therefrom is treated a second
time with activated carbon and then recrys-
tallized three more times from specially de-
natured alcohol SA. The third cry tallization
is washed with diethyl ether and dried in a
vacuum desiccator, melting point range 185'
C.-186. C.

J. Ethyl alcohol-absolute, A.C.S.
K. Muting reagent A. The formula and

volume required in procedure step V-D is
dependent on the adsorptive strength of the
AI O,. For each lot A 1O,, make the follow-
ing test:

1. Prepare a column (see procedure step
V-D for determining formula and volume to
elutina reagent A).

2. Transfer I milliliter of APNPS standard
(100 micrograms per milliliter) in 75 milli-
liter of chloroform to the column.

3. Wash the column with 100 milliliters of
chloroform and discard the eluate.

4. Pass through 100 milliliters of solution
consisting of specially denatured alcohol 3A
and ethyl alcohol 1:1 (volume to volume).
Collect one 80-milliliter and five 10-milliliter
portions; these. make up the first, second,
third, fnurth, fifth, and sixth portions of
-eluate.

5. Place In beakers under a stream of air
on a water bath (90* C.) until the solvents
are evaporated.

6. Add 10 milliliters of 4N HCI to each,
cover with watch glasses and beat (90' C.)
for 30 minutes; cool to room temperature.

7. Add the Bratton-Marshall reagents.
8. All fractions show a slight color. Note

the portion containing the first significant
increase in pink color.

a. If the color Increasc in the second,
third, or fourth portions of eluato, the for-
mula in procedure stop V-D Is suitable and,
depending on the portion, 45, 55, or C5 milli-
liters, respectively, should be used In pro-
cedure step V-D4. Theroby, the APNPS is re-
tained on the column and the benzamildeo
are eluted.

b. If the color increases in the first portion,
the eluting strength of the reagent Is too
strong. Return the test, substituting 1:4
(volume to volume) in procedure stop V-D4.
If 1:4 (volume to volume) Is too strong, re-
run with ethyl alcohol In procedure stop
V-D. If none of these are suitable, another
lot of AIOp1 should be used.

c. If "the color Increases in the fifth or
sixth portion, the cluting strength of the re-
agent Is too weak. Rerun the test, substitUt-
ing in procedure step V-D4, respectively, 4:1
(volume to volume), specially denatured al-
cohol 3A: methyl alcohol, 4:1 (volume to
volume), until a suitable formula Is found.
If none of these are suitable, another lot of
A14, should be used.

L. Hydrochloric acid, 4N. Add two volumes
of water to one volume of HOl.

M. Diatomaceous earth-Hyflo Super Cel,
Johns-Manville Co., or equivalent substance.

N. N-1-Naphthylethylonedlamino dihydro-
chloride.

0. Sodium hydroxide solution, ION, Dis-
solve 100 grams of sodium hydroxide In water
and dilute to 25 milliliters.

P. Sodium nitrite solution-0 25 grams of
sodium nitrite per 100 milliliters of water.
Refrigerate when not In use. Prepare fresh
weekly.

Q. Specially denatured alcohol, formula
3A-100 parts of 190-proof ethyl alcohol plus
5 parts of commercial methyl alcohol,
R. Tltanium(ous) chloride-20 percent

solution.
I. Speciat apparatus. A. Absorption cells--

Beckman No. 75195 matched set of two cylin-
drical silica cells with 100 millimeter optical
length, or equivalent cells.

B. Autotransformer-typo 600B, or equiva-
lent. To regulate speed of mixor.

C. Centrifuge.
D. Centrifuge tube--50-milliliter size

with glass stopper.
E. Chromatography tubes--Corning No.

38460, 20 millimeters x 400 millimeters and
having a tapered 29/42 joint with coarse,
fritted disc, or equivalent tubes.

F. Evaporator-vaouum, rotary, thin film,
G. Ion-exchange column-as described by

Thiegs et al. in "Determination of 3-amino-
5-nitro-o-toluamide (ATIOT) In chicken tis-
sues" published in "Journal 'f Agricultural
and Food Chemistry," volume 9, pages 201-
204. (1961).

H. Glycerol manostat. For regulating pres-
sure on columns: To AlO, columns, 15-inch
head pressure; to Ion-exchange columns, 30-
inch head pressure.

I. Motor speed control. For regulating
speed on 1-quart blender.
J. Volumetric flasks-50 milliliter size,

actinic ware.
K. Mixer-Vortex Jr. Model K-500-1, Sol.

entific Industries, Inc., or equivalent mixer.
L. One-quart blender.
LT. Water bath (45" M.-500 C.).
N. Water bath (900 C.).
IV. Standard curve. A. 1. Weigh 100 milli-

grams of 3,5-DNBA and transfer to a 1-1ltor
volumetric flask with acetone.

2. Dissolve and dilute with acetone to
volume.

3. Dilute 1 milliliter to 100 milliliters.
4. Add 5.0 milliliters of water to each of

six centrifuge tubes.
5. Add standard to each of the tubes to

contain one of the following amounts., 0.0,
1.0 2.0, 3.0, 5.0, and 10.0 micrograms of
3,5-DNBA.
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B. Prepare each tube for colorimetric
measurement as follows:

1. Place the tube in a hot water bath
(900 C.) until 5.0 milliliters remain. Cool to
room temperature.
12. While mixing on Vortex mixer, or

equivalent, regulated with an -autotrans-
former, add 2 drops of TICI, and 4 drops of
10N NaOHr Continue mixing until chalky-
white in appearance.

3. Add 2 millilters of HC1, mix, and allow
to stand for 5 minutes.

4. Transfer to 50-millilter volumetric flask
and dilute with 4N HC1 to 40-45 milliliters.

5. Cool to 0* C.-5
° C. by placing in a

freezer or Ice bath.
6. Perform the Bratton-Marshall reaction

in subdued light as follows:
a. Add 1 milliliter of sodium nitrite re-

agent, mix, and allow to stand for 1 minute.
b. Add 1 milliliter of ammonium sufamate

reagent, mix, and allow to stand for 1 minute.
c. Add 1 milliliter of coupling reagent, mix,

-and allow to stand for 10 minutes.
d. Dilute to volume with 4N HOL
C. Perform colorimetric measurement at

530 rillimicrons as follows:
1. Fill two matched 100-millimeter cells

with 411 HC1 and place into spectrophotom-
etek.

2. Adjust dark current.
3. Adjust to zero absorbance.
4. Replace acid in cell of sample side of

compartment with standard to be measured.
5. The standard curve should be run five

differenttimes. Plot equivalent concentration
in tissue versus mean absorbance at each
concentration. If computer is available, a
better prpcedure is to calculate the equation
of the standard curve by means of least
squares.

V. Procedure. A. Extraction. 1. Mince 350
grams of tissue in a 1-quart blending jar for
3 minutes. Use samples obtained from either
freshly killed or quickly frozen birds. The
latter should be analyzed as soon as thawed.
For fibrous meats (for example, muscle,
skin) put through a meat grinder before
mincing.
.2. Weigh 100d+0.5 grams of each replicate
sample in a 150-milliliter beaker. Analyze
each sample in triplicate and average the
results. Reproducibility of h10 percent be-
tween such analyses has been obtained.

3. Transfer the sample to a 1-quart blen-
dor jar. For kidney and liver tissues, make a
slurry with acetone in the weighing beaker.
Transfer with'several rinses of acetone.

4. Blend the sample for 5 minutes with
250 mliliters of acetone and a 100-mlliliter
beakerful of diatomaceous earth.

5. Filter through a Buchner funnel con-
taining a wetted Whatman No. 5 filter paper
(12.5 cm.) inlo a 1-liter suction flask.

6. Rinse the blendor jar into the funnel
with three 25-milliliter portions of acetone.

7. Transfer the pulp and paper from the
funnel to the aforementioned blender jar.

8. Add 250 milliliters of chloroform.
9. Blend for 3 minutes.
10. Filter through the aforementioned ap-

paratus of procedure step V-A5. For rapid
filtration of skin and blood samples, prepare
funnel by adding, diatomaceous earth and
tamping evenly over paper toea thickness of
3 to 5 mill meters.

11. Rinse the blender jar into the funnel
with three 25-nillliter rinses of chloroform.

B. Phasic separation. 1. Pour the combined
filtrates into a 1-liter separatory fennel.

2. Rinse the suction flask twice with 25
milliliters of chloroform.

3. Mix the funnel contents by gently rock-
Ing -and swirling for 30 seconds.

4. Let stand 10 minutes to allow phases
to separate.

a. The upper (aqueous) phase. (30 to 50
milliliters) is not' always emulsion-free.

Losses from emulsions have not been sIgnifi-
cant.

b. If an upper (aqueous) phe does not
appear, add an additional 100 milliliters of
chloroform and 10 milliters of water and
repeat procedure step V-B3.

5. Withdraw the lower phao into a 1-liter
round-bottom flask, and discard upper phase.
Withdraw nearly all of the lower phase, let
stand for 2 to 3 minutes, then withdraw the
remainder.

C. Evaporation. Attach the flask on a thin-
film rotary evaporator connected to a vac-
uum supply, and place in a water bath main-
tained at 45" 0.-501 0. until an oily residue
remains. Do not overheat the samplo or allow
to go to dryness.

D. Adsorption chromatography. 1. Prepare
a chromatography column using a column
with calibrated etchings to indicate appro-
priate adsorbent and solvent levels as follows:

a. Fill tube to a depth of 60 millimeters
with A10.

b. Tap walls gently with hands.
c. Add anhydrous sodium sulfate to an ad-

ditional depth of 25 millimeters.
d. Wet and wash column with 50 milli-

liters of chloroform.
L During chromatography, make each ad-

dition to the tube when the liquid level has
reached the top of the sodium sulfate layer.

il. Increase the percolation rates by ap-
plying a slight air pressure to the top of the
column.

2. Transfer the residue from procedure
step V-C to the column with four 15-milli-
liter rinses of chloroform. Then rine the
walls of the tube and sodium sulfate layer
with three 5-millliter portions of chloro-
form. Percolation rate: 15 to 25 milliliters
per minute. No color from sample should be
seen In sodium sulfate layer after final rinze.

3. Wash column with 100 milliliters of
chloroform. Discard eluate.

4. Add 75 milliliters of cluting reagent A
and collect eluate A in a 250-mllliter beaker
for cation-exchange chromatography.

a. Refer to "Eluting reagent A" under
'Reagents" (II-s) for determining formula
and volume.

b. Percolation rate: 8 to 12 milliliters per
minute.

E. Cation-exchange chromatography-No.
1. 1. Prepare an Ion-exchange column as
follows:

a. Add a uniform slurry of resin to the
column to obtain a 4 to 5 centimeter bed
depth after settling.

1. Obtain a uniform slurry using a mag-
netic stirrer. To add the required amount
of resin, calibrate the slurry and transfer It
with a 10-milliliter pipette to deliver a re-
producible volume.

II. Increase the flow rate to 2 to 4 mlli-
liters per minute by applying air pressure to
the column. A glycerol manostat adjusted to
30 inches and attached between an air sup-
ply and column provides adequate pressure.

b. Wash the resin with 10 milliliters of
eluting reagent A. Discard eluate.

2. Pass eluate A from procedure step V-DI
through the column. Collect In a 250-milli-
liter beaker.

3. Pass 50 mlllfllter of specially dena-
tured alcohol 3A through the column. Com-
bine with the luate of procedure step V-E2.

F. Reduction. 1. Place the eluato A frac-
tion from procedure step V-E3 on a hot
water bath (90a C.) and evaporate with a
stream of air until 5 to 10 milliliters remain.
Do not overheat the sample or allow the
sample to go to dryness.

2. Transfer to centrifuge tube and rinse
beaker three times with 3 mllifiters of spe-
clly denatured alcohol 3A.

3. Evaporate on a hot water bath (90 C.)
under a stream of air until alcohol has
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evaporated. Do not overheat the sample or
allow the sample to go to dryness.

4. Remove the tube from the water bath
and Immediately add 5.0 milliliters of water.

5. While mixing, add 2 drops of titanium
chloride and 4 drops of 10N sodium hydrox-
Ide. Continue mixing until greyish color
disappears.

a. Mix on Vortex Jr. mixer, or equivalent,
regulated with autotransformer.

b. Precipitate of insoluble tL-ue sub-
stances and white titanium salts Is present
after reduction Is complete.

a. Dilute to 50 milliliters with specially
denatured alcohol 3A and mix.

7. Centrifuge for 5 minutes at 2,000 r.p.m.
G. Catlon-exchange chromatography-No.

2.1. Prepare resin column by procedure step
V-B.

2. Pass the centrifugate of procedure step
V-F7 through column. Use three rinses of
specially denatured alcohol 3A, each 5 mi -
liters, to aid In transferring of sample.

3. Pass 50 mIlliliters of specially denatured
alcohol 3A through the column.

4. Pass 50 milliliters of delonized water
through the column.

5. Elute arylamine residue from the resin
with 40 to 43 mllillters of 4M1 HCI into a 50-
mlllter volumetric flask (actinic ware) for
3,5-DNBA analysis. Avoid direct smlight. The
arylamine has been found to be photozensi-
tive.

EL Color development and measurement. 1.
Cool to 0* C.-5* C. by placing in a freezer or
Ice bath.

2. PWform the Bratton-Marshall reaction
in subdued light as follows:

a. Add 1 milliliter of sodium nitrite re-
agent, mix, and allovr to stand for 1 minute.

b. Add 1 milliliter of ammonium sulfamate
reagent, mix, and allow to stand for 1 minute.

c. Add 1 milliliter of coupling reagent, mix,
and allow to stand for 10 minutes.

d. Dilute to volume with 4N1 HCI.
3. Perform colorimetric measurement at

530 mlmicrons as follows:
a. Pill two matched 100-millimeter cells

with 47 HCI and place into instrument.
b. Adjust dark current.
C. Adjust to zero absorbance.
d. Replace acid in cell of sample side of

compartment with saxzple to be measured.
e. Record absorbance observed.
L Calculations. Determine parts per billion

(obzerved) from the standard curve.

§ 556.230 Erythromycin.
Tolerances for residues of erythromy-

cin in food are established as follows:
(a) 0.1 partpermllion (negligible res-

idue) in uncooked edible tissues of swine.
(b) Zero In the uncooked edible tissues

of beef cattle and in milk.
(c) 0.025 part per million in uncooked

eggs.
(d) 0.125 pait per million (negligible

residue) In uncooked edible tissues of
chickens and turkeys.

§ 556.240 Estradiol benxoate.
(a) No residues of estradiol benzoate

may be found in the uncooked edible tis-
sues of helfers. lambs, and steers.

(b) The method of exQmination pre-
scribed for the quantitative determina-
tion of estradiol benzoate is as follows:
Incorporate the finely ground tissues in
the diet of immature mice, and assay by
the mouse uterine weight method of
E. J. Unfiberger, G. H. Gass, and J. M.
Curtis, published'Jei' "Endocrinology."
Volume 63, page 806 (1958) .

See footnote on p. 13950.
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§ 556.250 Estradiol monopalmitate.

(a) No residues of estradiol monopal-
mitate may be found in the uncooked
edible tissues of chickens.

(b) The method of examination pre-
scribed for the quantitative determina-
tion of estradol monopalmitate is as fol-
lows: Incorporate finely ground tissues
of the treated chickens in the diet of im-
mature mice and assays by the mouse
uterine weight method of E. J. Umberger,
J. H. Gass, and J. M. Curtis published in
"Endocrinology," volume 63, page 806
(1958).

§ 556.260 Ethopabate.
Tolerance for residues of ethopabate

converted to metaphenetidine are estab-
lished in the edible tissues of chickens
as follows:

(a) 1.5 parts per million in uncooked
liver and kidney. I

(b) 0.5 part per million in uncooked
muscle.
§ 556.270 Ethylenediamine.

A tolerance of zero is established for
residues of ethylenediamine in milk.
§ 556.280 Furaltadone.

A tolerance of zero Is established for
residues of furaltadone in milk of dairy
cows.

§ 556.290 Furazolidone.
A tolerance of zero is established for

residues of furazolidone in the uncooked
'edible tissues of swine.

§ 556.300 Gentamicin sulfate.
A tolerance of 0.1 part per million is

established for negligible residues of Len-
tamicin sulfate in the uncooked edible
tissues of turkeys.

§ 556.310 Haloxon.
A tolerance of 0.1 part per million is

established for negligible residues of
halo xon (3-chloro-7-hydroxy-4-methyl-
coumarin bis(2-chloroethyl) phosphate)
in the edible tissues of cattle, sheep, and
goats.

§ 556.320 Hydrocortisone.
A tolerance is established for negligi-

ble residues of hydrocortisone (as hydro-
cortisone sodium succinate or hydrocor-
tisone acetate) in milk at 10 parts per
billion.

§ 556.330 Hygromycin B.
A tolerance of zero is established for

residues of hygromycin B in or on eggs
and the uncooked edible tissues of swine
and poultry.
§ 556.340 Ipronidazole.

No residues of lpronidazole (2-isopro-
pyl-l-methyl-5-nitrolmidazole) and its
metabolite (1-methyl-5-nitromidazole-
2-isopropanol) are found in the uncooked
edible tissues of turkeys as determined
by the following method of analysis:

1 Copies may be obtained from: Food and
Drug Administration, Bureau of Foods, 200
C St. SW., Washington, DC 20204.

L METHOD or ANALYSis

A. The assay procedure is suitable for the
recovery and analyais of ipronidazole (1-
methyl-2-isopropyl-5-nitrolmidazole) and its
metabolite 1-methyl-5-nitrolmidazole-2-Iso-
propanol from turkey tissue with a lower
limit of 2 parts per billion using a 100-gram
saniple. Ipronidazole and its metabolite are
extracted from muscle, liver, kidney, skin,
fat, and blood with benzene in the presence
of borax. The extract is purified by column
chromatography on silica gel and the two_
codipounds are determined separately by gas-
liquid chromatography (GLC).

B. The foloVng aspects of the procedure
must be carefully observed to insure good
recoveries and reproducible results:

1. The sample In solution must be pro-
tected from light at all times.

2. The ether-eluent from the column mUst
be shaken before division, and the division
must be performed carefully to insure two
equal portions.

3. No solution should be allowed to go to
dryness during an evaporation step.

4. The compounds should not stand in or
in contact with a basic solution or phase
for any prolonged period of time.

5. The electron-capture detector should be
standardized daily for both compounds.

6. For best results, the assay procedure
must be completed in one working day.

II. REAGENrS

A. Sodium borate, tetra (Borax), AR.
B. Sodium chloride, AR. "
C. Benzene., nanograde, Burdick & Jack-

son, or equivalent.
D. Ethyl ether, anhydrous, AR, Mallinc-

krodt, or equivalent. Open a fresh 1-pound
can each day.

E. Silica gel, 100-200 mesh, Davision
(Grace), or equivalent.

F. Hydrochloric acid, AR, 3N.
G. Sodium hydroxide, AR, 6N.
NoTE: Wash reagents F and G three times

with an approximately equal volume of ben-
zene. Check purity by Injecting 10 inicroliters
of the third benzene wash onto GLC column
for 1-methyl-5-nitroimdazole-2-isopropanol.
If necessary, repeat benzene wash until in-
terfering peaks are no longer detected.

III. APPARATUS

A. Grinders. Hobart KitchenAid Model 5A
and Intedge Model C-2, or equivalent.

B. Centrifuge, International, Model K, or
equivalent.

C. Lab-Line, Super-Mixer, variable speed,
or equivalent.

D. pH-Meter with combination microelec-.
trode.

E. V~rtis Homogenizer, M~fodel 45, with
500-millillter capacity amber flasks, or
equivalent.

F. Centrifuge bottle, heavy duty, 500-
milliliter, amber.

G. Centrifuge tubes, heavy duty, 50 mill-
liter and 15-milliliter. amber. glass-stoppered.

H. Chromatographic column. 9 millimeters
I.D. x 150 millimeters long, Teflon stopcock,
sintered glass disc, clamp, Teflon seal. amber.-

I. Chromatographic reservoir, amber, 500-
milliliter.

J. Graduated cylinder, 250-milliliter,
amber.

K. Disposable Pasteur pipette connected
to a 1-liter vacuum flask by means of Tygon
tubing.

L. Tracer Microtek MT-220 Gas Chro-
matograph, or equivalent, equipped with
electron capture detection (130c Nickel-63
source) and 10-inchI strip chart recorder or
equivalent instrument.

M. 10-microliter syringe.
N. 4 feet of /4-inch O.D. stainless steel

tubing.

0. Anakrom ABS 90-100 mesh (Analabi,
or equivalent).

P. OV-17 phenyl methyl ilicono (Ap.
plied Science Laboratories, Inc., or
equivalent).

Q. G.C. Peakometer (Alltek Aroclates. or
equivalenti.

R. 6 feet of %-inuh O.D. glass U-tub0
column,

S. Packing: 6 percent SE-30 silicone
ultraphase (Plerce'Cltemical Co.) on Gas.
chrom Q, 80-100 mesh (Applied Solnce
Laboratories, Inc.).

Nor=: Wash glasswaro with detergent
(Alkonox, or equivalent) and rinzo vth
water, distilled water, and acetone. Prior to
use, rinse with ether followed by bonzene
and drain thoroughly.

IV. GAs-LIQUID CHnoATooaiAPri
PROCEDURES

A. iPRONIDAZOLIE

1. Preparation of GLO Column: Preparo
the packing of 4.2 percent of OV-17 on
Anakrom ABS 90-100 mesh using the
flltration-fluidzation technique (Bulletin
No. 2A, Applied Science Laboratories, Inc.).
The packed 4-foot x /4 -inch stainles .steel
column should be conditioned for 2 days at
250 ° C. with nitrogen flowing through It.

2. GLC Analysis: Use a 10-moroliter
saInle for injection. Area of the peak Is used
for the determination and is obtained as
the product of the peak width at the half
height and the peak height. This is ac-
complished with the G.C. Peakomoter or n
conventional ruler. Instrument parameters
for maximum sensitivity of 0.5&nanogram.
are shown below:

a. Column temperature: 100* C. t1 ° .

b. Detector temperature: 2650 C. ±1'.
c. Injection port temperature: 2250 0.±1%.
d. Carrier gas: ProPurified Nitrogen

(Matheson).
e. Carrier gas flow (outlet): 60 cubic

centimeters per minute.
f. Electrometer: 1 x 10-0.
g. Attenuation setting: 103 x 16.
h. Recorder range: 1 millivolt.
i. Detector voltage: Adjusted daily accord-

Ing to Tracer operation and service manual
to obtain the optimum voltage for operating
the detector. 4

J. Approximate retention time: 1.5 min-
utes (uncorrected).

B. I-SJET YL-S-NrOnSDAZOLu---IsoPnOPANOL

1. Preparation of GLO Column: Preparo
the packing of 6 percent SE-30 ultraphaso
(Pierce Chemical Co., or equivalent) on Gas-
chrom Q, 80-100 mesh (Applied Science
Laboratories, Inc., or equivalent) by tho
same method as desorlbed for the GLO
column for ipronidazole. Sflanising of the
inside of the 6-foot x 1/4-inch O.D. glass
column Is recommended. Prepare a fresh
solution of dimethyidiohorosilane in toluene
(10 percent volume for volume) and pour
Into the U-tube, to the top of both legs.
Allow the column to stand for 10 minutes,
remove the solution, and rinse the column
with 300 milliliters of toluene. Then fill It
with methanol, leave for 5 minuto, rinse
with an additional 100 to 200 mllilitera of
methanol, and leave to dry. The column is
now ready for use. The packed column
should be conditioned overnight at 3000 C.
with low flow rate of nitrogen.

2. GLC Analysis: Use a 10-mcroliter sample
for injection. Area of the peal: is used for
tlhe determination and Is obtained as the
product of the peak width at half helght and
the peak, height. Instrument parameters for
maximum sensitivity of 0.5 nanogram are
shown befow:
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RULES AND REGULATIONS, 1

a. Column temperature: 189* C. .- I10.
b. Detector tempe-ature: 265o C. -4-1c.
c. Injection port temperature:. 225- C.

_.+10.
d. Carrier' gas: PrePurified Nitrogen

(Matheson).
e. Carrier gas flow (outlet): 60 cul'ic

centimeters per minute.
f. Electrometer: I x 10-'.
g. Attenuation setting: 102x 16.
h. Recorderzrange: 1 millivolt.
L Detector voltage: Adjusted daily accord-

ng to Tiacor operation and service manual
to obtain the optimum voltage for operating
the detector.

j. Approximate retention time: 1.95 min-
-utes (uncorrected).

V. PREPARATION OP EXTERNL EFMMsCE
STA-mes SolutoNs

The standard solutions for both Ipronl-
dazole and 1-methyl-5-nitroimidazole-2-
isopropanol afe prepared so as to be equiva-
lent to 2 and 4 parts per billion levels of
the compounds from 100-gram. tissue sam-
plea. Amber glassware must be used. The
stock solutions may be kept for up to 1 week
in the refrigerator.

A. WIPON33AZOLE

1. Solution 1. 1.x 1O-0 grim per milliliter:
10 milligrams analytical standard ipronida-
zole In 100 milliliters of methyl alcohol (am-
ber flask).

2. Solution 2. 1 x 100 gram per milliliter:
1.0 milliliter of stock Solution 1 in 100-
milliliter amber volumetric flask "to volume
with glass-distlled benzene.

3. Solution 3. 1 x 10-T gram per milliliter:
5 milliliters of stock Solution 2 In 50-milli-
liter amber volumetric flask to volume with
glass-distilled benzene. Inject 10 microliters
on GO column for 2 parts per billion. -

4. Solution 4. 2 x 10-T gram per milliliter:
5 milliliters of stock Solution 2 In 25-mUll-
liter amber volumetric flask to volume with
glass-distilled benzene. Inject 10 microliters
on GC column for 4 parts per billion.

U. l- sETL-5-2T hnTR0MnAZOLE-2-ISOPROPANOL

1. Solution 1. 1 x'10-' gram per milliliter:
10 milligrams analytical standard 1-methyl-
5-nitroimidazole-2-isopropanol in 100 milli-
liters of methyl alcohol (amber flask).

2. Solution 2. 1 x 10-0 gram per milliliter:
1.0 milliliter of stok Solution 1 In 100-milli-
liter amber volumetric flask to volume with
glass-distilled benzene.

3. Solution 3.0.5 x 0-7 gram per miliiter:
5.0 milliliters of stock Solution 2 In 100-milli-
liter amber volumetric flask to volume with
glass-distilled benzene. Inject 10 microliters
on GC column for 2 parts per billion.

4. Solution 4. L0 x 10-7 gram per milliliter:
5.0 milliliters of stock Solution 2 in 50-mlli-
liter amber volumetric flask to volume with
glass-distilled benzene. Inject 10 microliters
on GO-column for 4 parts per billion.

VI. RECOVERY STuaY

For those using the method for the first
time, a recovery study using fortified (spiked)
tissue Is recommended. The standard solu-
tions for fortification are prepared from the
basic stock solutions of ipronldazale and of 1-
methyl-5-nitrolmidazole-2-isopropanol with
distilled water as the diluent. Amber glass-
ware must be used. The following volumes of
solutions were added to the 100-gram tissue
sample prior to initial homogenization:

Spike level for Milliliters ot Concentration
ipronidazole ipronidazole solution per gram of

3 (see VI, A) tissue

?nts per 2 2 X 10- gram.

4par per 4 4 X 10-9 gram.
billion.

Spike level for !MIIiIiters of l-methyl. Coanentratlon
l-mhl 5 itolmdazole-1Lo- per of

propanol solutIon3
2.ispropanol (see VI, B)

2 1ortspr 2 2 X l- gran.
47parsX per 4 4 X l0D4 grame.

A. IP5ONIDAZOX

1. Solution 1. 1 x 10- gram per milliliter:
10 milligrams analytical standar-f ipronlda-
zole In 100 millliters of methyl alcohol
(amber flask). This is the samo stock solu-
tion used for the preparation of the external
standard solutl6ns.

2. Solution 2. 1 x 10-0 gram per milliliter:
1.0 milliliter of stock Solution 1 in 100-mll!i-
liter amber volumetric flask to volume with
distilled water.

3. Solution 3. 1 x 10-
T 

gram per milliliter:
5 milliliters of Solution 2 In 50-militer
amber volumetric flask to volume with dis-
tilled water.

23. 1 -SXEIIIY- 5-SOI3 fl 0 ZOE - 2-
ISOPROPANTOL

1. Solution 1. 1 x 10-1 gram per milliliter:
10 mllhigrams analytical standard 1-methyl-
5-nltrolmidazole-2-1sopropanol in 100 mill-
liters of methyl alcohol (amber flask). This
is'the same stock solution used for prepara-
tion of the external standard solutions.

2. Solution 2. 1 x 10-0 gram per milliliter:
1.0 miilter of stock Solution 1 In 100-milli-
liter amber volumetric fiask to volume with
distilled water.

3. Solution 3. 1 x 10-7 gram per milliliter:
5 milliliters of Solution 2 In 50-milliliter
amber volumetric flask to volume with dis-
tilled water.

VIL PW, inAaTMN or Snc GrL CoLmmi

A. Assemble the amber glass column ac-
cording to the rmnufacturer's instructions
and pour 1.3-1.7 grams of dry activated silica
gel (dried for 1 hour at 110* C.) In the col-
umn. The silica gel column should be 3 to 4
centimeters long after gently tapping the
outside of the column to ins=r cloa-pack-
Ing. Clamp into place the 500-milliliter amber
reservoir (made from a 600-milliliter round
bottom flask and a column end) and allow 35
milliliters of benzene to run through the
column. If air bubbles are present, stir con-
tents of column with a thin glass rod. The
column is now ready for use and should ho
prepared fresh for each tissue sample.

B. Purify each now batch of silica gel prior
-to use. Wash 20 grams of silica gel with six
portions of 75 milliliters of water-saturated
ether. Activate overnight at 110. 0. Material
not used the same day should be reactivated
for 1 hour prior to use and cooled in delc-
cater. After filling column, wash sillca gel
with 70 mililliters of anhydrous ether. fol-
lowed by 4 x 10 mllliters of benzene. A sample
column is checked out by starting with stop
12 of IX, A. and proceeding directly to step
1 of IX. C. without dividing the sample.

VIII. TssuE SAz-xP PnAnA No

A. Allow muscle, liver, or kidney tissue to
come to room temperature, grossly subdivide.
and grind using a meat grinder. Size of
tissue sample dictates the size grinder to be
used: Hobart KS-A (small samples) or In-
tedge C-2 (largo samples).

B. Grind fat and skin tissue saples In a
semifrozen condition after gross subdivision
of the sample.

IMx ErAcriou Pnoczuns

A. nTtAL PSZDoU
I. Weigh a 100-gram sample of ground

tissue into a 600-milliliter amber centrifuge
bottle and add 10 grams of borax and salt.

Homogenize the sample with the Virtis forl
minute to provide a homogeneous mixture.

2. Add 100 millliters of glass-distied
benzene to the mixture and homogenize at
moderate speed for 2 minutes. The use of
high homog.enizing speeds after benzene i-
added sometimes results In emulsions that
are difflcult to break. Special caution is
needed with liver, and It may be preferable
to use manual shaking only.-

3. Stopper the bottle and shak by hand
for 2 minutes. Centrifuge the sample for
15 minutes at 1,500 revolutions per minute
The use of a refrigerated centrifuge may be
helpful In breaking emulsions.

4. Following centrifugation, decant the
benzene layer into a storage 500-milliliter
amber Vrtis flask.

5. Add 100 millliters ofglas-distied ben-
zone to the timue In the 500-mililiter bottle.
Break up the compacted tissue with a spat-
ula. Stopper the bottle and shake by -hand
for 2 minutes.

6. Centrifuge the mixture for 15 minutes
at 1.500 revolutions per minute.

7. Following centrifugation, decant the
benzne layer into the 500-milliiter storage
Virtis flas and pool with the flrst extract.

8. Add 100 milliliters of glaiz-distilledben-
zcne to the tissue In the 500-mllliter bottle.
Break .up the compacted tissue with a spat-
ula. Stopper the bottle and shae by hand
for 2 mlnute.

9. Centrifuge the mixture for 15 minutes
at 1.500 revolutions per minute.

10. Following centrifuzatfor. decant the
benzene layer into the 500-milliliter storage
flask and pool with the first and second ex-
tracts. At least 270 milliliters of benzene
should be recovered.

11. Transfer 250 milliliters of the total
pooled benzene extract to the reservoir or
the previously prepared silica gel column,
allow to run through the column, follow by
20 millilIters of benzene as a wash, and dis-
card the benzene.

12. Strip the sfllca gel column by the
addition of 25 milliliters of water-saturated
ethyl ether (preonred fresh daily using an
unopened can of anhydrous ether and dis-
tilled water) and allow the ether to pass
through the column. Wash column with an
additional 5 milliliters of water-saturated
ether. Pressurize the column using a hand
bulb or nitrogen to insure that all the ether
goes through the column and is caught In
the 40-milliliter amber centrifuge tube.

13. Mix the combined ether eluent wel
and divide into two equal portions (desig-
nated A and B) In 15-milliliter amber cen-
trifuge tubes. Portion A Is used for the
analysis of ipronidazole (I B. 1-5); portion
B is- used for the analysis of 1-methyl-5-
nltromldazole-2-isopropanol (IX C. 1-6).

D. wsoCErnu re02 ='oemz
I. Reduce volume of ether portion A to

approximately 10 mllilnites In a stream of
nitrogen. Add 3 mililiter of 3N-HC1 to the
other, stopper, and shake for 30 seconds an
a Vortex mixer.

2. Allow the layers to separate and discard
the ether layer by aspiration making surethat
none of the aqueous layer is removed.

3. Wash the aqueous layer with 2 x 2-
milliliter portions of glass-distilled benzene.
Remove benzene by aspiration. Care must be
taken during this washing step that none of
the aqueous layer Is removed.

4. To the HC1 layer, add small amount of
borax and adjust the pH of the solution to
approximately 8 with 6HT-NaOH using a pH
meter. The compounds should not be left at
alkaline pH any longer than necessary, each
sample being extrncted with benzene as so
as the pH has been adjusted (2-5 minutes).

5. Add 1 milliliter of glass-Istilled ben-
zne, shake well, and allow the layers tosepa-
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rate. A 10-mlcroliter sample of the benzene
layer is used for GLO analysis of tpronidazole.

C. PROCEDURE FOR I-rETHYL-S-
I-TRO LUDAZOLE-2-ISOPROPANOL

1. Reduce volume of ether portion B to
approximately 10 milliliters in a stream of
nitrogen. Add 2 milliliters of glass-distilled
benzene to the ether in the 15-milliliter am-
ber centrifuge tube.

2. Evaporate the ethyl ether from the tube
using a stream of dry nitrogen at room tem-
perature until a volume of approximately 2
cubic centimeters remains in the tube.

3. Add 1.4 milliliters of 3N.HC1 to the tube,
shake for 30 seconds on a Vortex mixer, and
allow the layers to separate. Discard the
upper benzene layer by aspiration insuring
that none of the aqueous layer Is removed.

4. Wash the aqueous layer with 2 x 2-mil-
liliter portion of glass-distilled benzene. Re-
move the benzene by aspiration. Care must be

RULES AND REGULATIONS

taken that, during the washing step, none of
the aqueous layer is removed.

5. To the aqueous layer, add small amount
of borax and adjust the pH of the solution
to approximately 8-with 6N NaOH using a pH
meter. The compounds should not be left at
alkaline pH any longer than necessary, each
sample being extracted with benzene as soon
as the pH has been adjusted (2-5 minutes).

6. Add 2 milliliters of glass-distilled ben-
zene, shake well, and allow the layers to sepa-
rate. A 10-microliter sample of the benzene
layer is used for GLC analysis of 1-methyl-5-
nitrotmidazole-2-sopropanol.

X. CA.CULATION
A. The gas chromatograph must be cali-

brated daily by the repeated injection of 2
and 4 parts per billion external reference
standards of botl compounds and calculation
of the peak areas. Recovery of compounds
from spiked control tissues is calculated as
follows:

(Observed response, ng/lO mil.) (Conversion Constant) (100)
=Percent recovery

(Quantity spiked Into 100g. tissue sample, ng.)

Observed response, = Peak area of spiked sample X Concentration of reference standard
ng/10 mci. Peak area of reference standard

The conversion constant for ipronidazole is 240. It Is obtained as follows:
Conversion Constant= (Volume conversion, 10 mcl. to 1 ml.) (Correction for 1:1 split

of column effluent) (Extract volume allquot 300 ml. total/250
- mal. used).

(1 x 10-) (300)
Conversion Constant= (2)-=240

(10>10-) (250)

The conversion constant for 1-methyl-5-nitroimidazole-2-isopropanol Is 480. It Is obtained
as follows:

Conversion Constant=(Volume conversion, 10 mcl. to,2 ml.) (Correction for 1:1 split
of column effluent) (Extract volume aliquot 300 ml. total/250
nl. used)

(2xo-) -(300)
Conversion Constant= (2)- 480

(lox 10-0) (250)
B. The method Is capable of quantitatively determining both compounds at levels as low as

2 parts per billion. In the case of tissuie samples containing either compound at.levels in
excess of 6 parts per billion, an appropriate dilution with glass-distilled benzene of the final
solution Is made prior to gas chromatography. The calculation to determine parts per billion
in a tissue sample Is shown below:

(Observed response, ng./10 mcl.) (Conversion Constant) (Dilution factor, if needed)
- p.p.b.

Weight of tissue sample

§ 556.350 Levamisole hydrbchloride,
"A tolerance of 0.1 part per million Is

established for negligible residues of
levamisole hydrochloride in the edible
tissues of cattle, sheep, and swine.
§ 556.360 Lincomycin.

Tolerances are established for residues
of lincomycin as follows: 0.15 part per
million for negligible residues in milk;
and 0.1 part per million for negligible
residues in the edible tissues of chickens
and swine.
§ 556.370 Medroxyprogestcrone acetate.

(a) No residues of medroxyprogester-
one acetate (17-hydroxy-6a-methyl-
pregn-4-ene-3.20-done 17-acetate) may
be found in the uncooked edible tissues
of sheep and cattle or in milk.

(b) The method of examination used
in the quantitative determination of
medroxyprogesterone acetate to establish
that there were no residues present in

tissues or milk in an exaggerated study
Is as follows: -

(1) Apparatus. A Lourdes Tissue
Homogenizer or equivalent; dialyzer tub-
ing, Visking No. 30, 32, or equivalent.

(2) Reagents. Methylene chloride,
redistilled in all-glass equipment, using
a Vigreau:x distilling lead (store in brown
bottles) ; "Skellysolve B (distill and store
in brown bottles); chromatographic
alumina; Woelm acid, activity grade 1,
for chromatography.,

(3) Preparation of samples--() Tis-
sue. Grind fresh tissue in a household
meat grinder. If analysis Is delayed, the
ground tissue must be stored in a deep
freeze and thawed just prior to analysis.
Transfer 10 grams of tissue to a 60-milli-
liter stainless steel can, add 40-45 milli-
liters of 95 percent ethyl alcohol and two
4.25-centimeter circles of Whatman No.
4 filter paper. Attach can to the tissue
homogenizer, immerse in an ice bath,
and homogenize for 5 minutes. Filter

with suction through a Bilchner funnel
using a Whatman No. 4 filter paper. Re-
turn the-filter cake to the stainless steel
can, add 40 to 45 milliliters of 95 percent
ethyl alcohol and homogenize for 5 min-
utes as before. Filter as before, adding
the second filtrate to the first. Repeat
the extraction a third time and combine
the filtrate with the first two,

(ii) Bone marrow or /at. Extract as
under subdivision (1) of this subpara-
graph, using 4:1 Skellysolve B-absolute
ethyl alcohol instead of 95 percent ethyl
alcohol.

(tIl) Brain tissue. Extract as under
subdivision (i) of this subparagraph, us-
Ing 95 percent ethyl alcohol for the first
extract, 4:1 Skellysolve B-absoluto ethyl
alcohol for the second extract, and 05
percent ethyl alcohol for the third ex-
tract. Transfer the combined extraots
to a 500-millliter separator, add an
equal volume of water, and extract with
four successive 50-milliliter volumes of
methylene chloride. Evaporate the com-
bined extracts to dryness. Dissolve the
oily residue in 20 milliliters Skellysolve
B and retain for the chromatographic
separation.

(v) 'Milk, Transfer 180 millillters of
milk to a beaker, add 20 milliliters of ab-
solute methyl alcohol, and mix by stir-
ring. Transfer the solution to a pro-
extracted No. 30 or S2 Visking tubing,
Tie both ends of the tubing with double
overhand knots. Care must be exercised
to avoid making the milk-filled casing
too taut. Place the filled casing care-
fully In a large Soxhlet extractor, add
850 millilters of absolute methyl alcohol,
and extract for 48 hours. Transfer the
extract into a rotary evaporator and
evaporate with vacuum until the volume
is reduced to 50 to 100 milliliters. This
will remove all the methyl alcohol.
Transfer the aqueous residue to a 500-
milliliter separator, using sufficient wash
water to produce a volume of about 150
milliliters. Extract with four successive
50-rlilliliter portions of methylene chlo-
ride, and evaporate the combined ex-
tracts until only an oily residue remains.
Dissolve the residue In 20 milliliters of
Skellysolve B and retain for the chro-
matographic separation.

(4) Preparation o1 chromatograpli
column. Partially fill the column with
chloroform. Slurry 15 grams of chromat-
ographic alumina with chloroform and
transfer to the column. Place a small
plug of glass wool on top of the alumina,
(NOTE: Keep exposure of the alumina to
air to a minimum.) Wash the column
with a total of 125 milliliters of chloro-
form, Including the volume used to make
the slurry. Follow with a second wash,
using 100 milliliters of Skellysolve B,

(5) Determination (i) When the final
portion of the Skellysolve B wash
passes Into the column, transfer the re-
served sample solution to the column
with the aid of two additional 20-milli-
liter portions of Skellysolve B. Add each
rinse to the column when the solvent
level has Just reached the glass wool plug
over the alumina. Pass an additional 50-
milliliter portion of Skellysolve B
through the column and follow it with
50 milliliters of 2 percent acetone in
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Skellysolve B. Discard these washings.
Elute the medroxyprogesterone acetate
'with 75 milliliters of 1:1 chloroform-
Skellysolve B.-Evaporate the efluent to
dryness. Dissolve the-residue in 10 milli-
liters of Skellysolve B -saturated with
70 percent methyl alcohol and transfer
to a 125-milliliter -separator. Rinse the
container with a second 10-milliliter
portion of the above solvent and add to
the separator. Rinse the container with
20 milliliters of 70 percent methyl alco-
hold. add to the separator, shake, and
allow thb two phases to separate. Trans-
fer the lower layer to a second 125-milli-
liter separator containing 20 milliliters
of Skellysolve B saturated with 70 per-
cent methyl alcohol. Shake. allow the
phases to separate, and transfer the
lower layer to a 250-milliliter beaker.
Extract the two separators serially with
four successive 20-milliliter portions of
70 percent methyl alcohol, and add the
washings to the beaker. Evaporate the
combined extracts just to dryness on a
steam bath. Dissolve the residue In 2
milliliters of 1:1 methyl alcohol-methyl-
ene chloride, and-transfer to a 5-mil-
liter beaker. Complete the transfer with
three additional 2-milliliter portions of
the solvent (evaporate the solvent in the
5-milliliter beaker between addition of
washings). Reduce the volume to
0.1 milliliter in preparation for paper
chromatography.

(ii) Paper-chromatographli analysis-
(a) Apparatus. A, descending paper
chromatographic apparatus designed to
use a series of strips, Whatman No. 1
paper, washed overnight with 95 percent
ethyl alcohol. o s

(b) Reagents-l) Immobile solvent.
Diethylene glycol monoethyl ether.

(2) Mobile solvent. Diethylene glycol
monoethyl ether-saturated methylcyclo-
hexane.

(3) Standard solution. Dissolve a
weighed amount of medroxyprogester-
one acetate standard in 1:1 methyl
alcohol-methylene -chloride. and dilute
to a concentration of 100 micrograms per
milliliter. Saturate a sheet of washed
chromatographic pauer with diethylene
glycol monoethyl ether and remove the
excess by blotting between sheets of filter
paper. Transfer the total sample to a sot
on the starting, line, using a micro pi-
pette Spot a 100-microliter portion of the
standard solution in the same manner.
Place paper in tank and develop for 6
hours. Following development, air dry
the papers at room temperature over
night. Locate and mark the zones under
ultraviolet light. Remove the zones, cut
into small pieces, and place each in a 10-
milliliter b~aker. Add 5 milliliters of 95

'percent methyl alcohol to each beaker,
cover, and beat on steam bath for 10
minutes. Cool and transfer solutions to
10-milliliter volumetric flasks. Wash
paper residues and beakers with small
amounts of 95 percent ethyl alcohol and
use fshing to make to-volume. Deter-
mine the absorbance A, of sample and
standard solutions at 242 np relative to
an ethyl alcohol blank, using matched
1-centimeter cells.

_A sample solution 0
I part per million of medroxyprogesterone acetate= A sample solution X e samp10 .

§ 556.380 Mclengestrol acetate.
No residues of melengestrol hcetate

(17-hydroxy-6-methyl- 16-methylene-
pregna-4,6-dlene-3.20-dione acetate)
may be found in uncooked edible tissues
of cattle as determined by the following
method of analysis:

L Method ol analysis-melengestrol ace-
tate. A gas-lquid chromatographic (OLO)
method for melengestrol acetate (MOA) In
frozen bovine tissue is described which re-
moves, through several partition and chro-
matography cleanup steps, most Interfering
materials before Injection of the sample
onto the column for detection. MOA is ex-
tracted from lean tissues with ethanol and
transferred, after dilution.with water, Into
chloroform. MGA In fatty tissues is extracted
with hexane and transferred first nto aque-
ous methanol, then Into methylene chloride.
The residue from either extract, after evapo-
ration of solvent, Is chromatographed on
silica gel to remove lipid materials using
hexane and a mixture of ethyl other-benzene.
MGA Is eluted with ethyl acetate. The res-
Idue. after evaporation. is dissolved n hexane
and transferred first into aqueouP methanol
and then Into methylene chloride. The dried
residue Is transferred to aluminuns oxide thin
layer chromatography (TLC) plates which
are developed in a benzene-chlroform-
ethyl acetate system. The zone containing
MGA is removed and eluted with ethanol
The ethanol s evaporated and the MOA Is
dissolved into an exact volume of chloroform.
MGA is injected onto a S-percent QF-l col-
umn in an all-glass system and quantitated
by peak height measurements from a flame
ionization detector.

MGA can be detected at a level of 25 parts
per billion with negligible Interference from
tissues or reagents. Observed recovery _
estimated standard deviation at 25 parts per
billion In muscle, liver, and fat s 74.4E8.0
percent.

IL Reagents. All solvents must be GLO
pure when processed through the entire pro-
cedure In the absence of tissue. see VII Re-
covery study below.

A. Ahr-20 pounds per square Inch puri-
fied by passage through a Linde Molecular
Sieve, type 4A. %in-nch pellets or equivalent.

B. Aluminum oxide GF254, Brlnkman In-
struments, or equivalent

C. Benzene-Burdick and Jackson Labora-
tories. Distilled-in-Glass grade, or equivalent.

D. Chloroform-Burdick and Jackson Lab-
oratories. Distilled-In-Glass grade, or equiva-
lent.

E. Column packing-3-percent QP-l on
.Gas Chrom Q, 100-120 mesh. Applied Science
Laboratories, Inc., or equivalent.

P. Dry Ice.
G. Ethanol--absolute. synthetic. Gold

Shield. Commercial Solvents Corp., or equiv-
alent A 25-milliliter portion roto-erapo-
rated to dryness, taken up n 0.1 milliliter
chloroform and 10 microliters Injected Into
the gas chromatograph should show no con-
taminants. Contaminated alcohol must.bo
redistilled In an all-glass system and retested.

E. Ethanol-l10 proof. synthetic, Gold
Shield. Commercial Solvents Corp.. or equiv-
alent.

L Ethyl acetate-Burdick and Jackson
Laboratories. Distilled-In-Glass grade, or
equivalent.

J. Ethyl ether--anhydrous. Mallinckrodt'
AR, 1-pound can. or equivalent.

K. Glassware cleaner-Haemo-Sol, Sclen-
tiflo Products. or equivalent

L. Helium--99.5 percent minimum, The
Matheson Co.. or equivalent.

7.. Hexane--Burdlck and Jackson Labora-
tores, Distilled-in-Glass; grade, or equivalent.

N. Hydrogen--99.5 percent minimum, Ohio
Chemical Co.. or equivalent.

0. Melengestrol acetate-MGA Standard,
99.5 percent purity. The Upjohn Co.

P. Methanol-Burdlck and Jackson Lab-
oratorles, Distilled-In-Glas grade, or equiva-
lent

Q. Methylene chloride-BurdIck and Jack-
son Laboratories, D~stIlled-lu-Gla.s grade, or
equivalent.

I. Nitrogen-filtered. see TIr-D below. The
Mathe-on Co.. or equivalent.

S. Proesterone-The Upjohn Co,.orequiv-
alent

T. Silica gel-for chromatographic col-
umns. 50-200 mesh. G. Frederick Smith
Chemical Co., or equivalent.

U. Sodium sulfate--anhydrous. Mallin-
ckrodt AR, granular, or equivalent.

V. Water-double distilled In glass or de-
Ionized.

W. Solvent mixtures--ratos by volume:
1. 10:1:1 benzene-cloroform-ethyl ace-

tate.
2. 1:1 chloroform-methanol.
3. 19:1 ethanol, abzolute-double distilled

vater.
4. 1:19 ethyl ether-benrzene.
5. Hexane saturated with 7:3 metlianol-

water.
0. 7:3 methanol-water.
7. 9:1 methanol-water.
8. Saturated sodium sulfate solution,

aqueous.
I. Specfal apparatus. A. Adapters-24140,

No. 5225. Ace Glas., Inc.. or equivalent.
B. Blender-Waring BIender, or equivalent.
0. Chromatography columns--glass col-

umns 28 (inside diameter) x 600 millimeters,
fitted with Teflon stopcocks and medium
porosity. sintered glass disks, Fisher and
Porter 274-100. or equivalent

D. Pilter--Koby "Junlor" air purifier and
flow equilizer. low pre=-=-e. The Koby Corp.,
or equivalent.

E. Piltrntor-Ftsher FltratorPLsherSdlen-
tiflo Co.. or equivalent.

P. Gas chromatograph-Mcro Tek 220. or
P and 1 402. or equivalent. Instrument must
have an all-glas- on-column Injection sys-
tem and a flame detector. Electrometer sen-
astIvity of 10== amperes and recorder sensi-
tivity of 1 millIvolL

G. Gas chromatography columns-use
boroallicate glass tubing. 0.2562±0.013 inch
outside diameter and 0.118.0.01 Inch Inside
diameter. Wilkens Anderson Co. or equiva-
lent. Bend 2-foot and 3-foot pieces of tubing
Into the proper deign for the Instrument to
be used. Pack the columns with 16 and 28
Inches. respectively, of 3-percent QF-1 and
plug both ends with 0.5 centimeter of loosely
packed. stlanized glass wool. Pack far enough
from the ends so that no part of the column
packing or glass wool will be Inside the
heated injection por* or outlet fitting. Insert
column into the GLC oven and condition
with carrier gas off for2 hour at240 C..then
at 2200 C. overnight with the carrier gas on
at a rate of 10 mililiters per minute.

H. Mlcropipette--5 and 25 microliters,
2Acrocap Dispozable Pipettes, Drummond
Scientiflo Co.. or equivalent.

L Mlcropipctte--500 microliters, Kirk type,
Mlerochemlcal Specialties Co. or equivalent.

J. Miniature let evaporator---several trans-
fer pipettes (see nI-L below) connected
through a manifold to a nitrogen supply.

K. Oven-110* C.
L. Pipettes--transfer pipettes, 9-Inch dis-

posable pipettes, Sclentific Products, or
equivalent.
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M. Roto-evaporator-fouxi to six small size
Rinco evaporators, or equivalent, controlled
with 4-millimeter bore stopcocks connected
to a manifold which leads to two condensa-
tion traps (1-2 liters) connected in series to
a vacuum pump of 140 liters per minute free
air capacity. The traps are cooled with a dry
Ice-solvent mixture. The time for roto-evap-
oration of 200 milliliters of 7:3 methanol-
water is 35-40 minutes. Each sample in
around-bottomed flask Is connected with two
adapters (see 11r-A above) in a series to an
evaporator and heated in a thermostatically
controlled water bath at 450 C.

N. Separatory funnels-fitted with Teflon
stopcocks, 125, 500, and 2,000 milliliters.

0. Shevky-Stafford tubes-6.5 milliliters,
Arthur H. Thomas Co., or equivalent. Must
be calibrated at the 0.100 milliliter mark to
contain 0.100±_.0.002 milliliters.

P. Silanized glass wool--Applied Science
Laboratories, or equivalent. -

Q. Sintered glass Buchner funnels-fine
porosity 2.6 x 5.0 centimeters.

R. Syringe-25-Microliter. Hamilton No.
702, Hamilton Co., Inc., or equivalent.

S. Thin layer chromatography equip-
ment--spreader suitable for preparing five
plates, 0.75-millimeter thickness. Glass tanks
for developing TLC plates.

T. TLC plates--200 x 200 millimeters, pre-
pared as follows:

1. Place 5 plates (200 x 200 millimeters)
In the template, wipe the surface with abso-
lute ethyl alcohol and dry with lintless
tissue.

a. TLC plates are best cleaned by im-
mersion in a sonic-oscillation bath.

b. Hand washing is not recommended
unless absolutely necessary.

2. Adjust the spreader for 0.75 millimeters.
3. Weigh out 90 grams of aluminum oxide

and place In a clean, dry blender jar.
a. Add 140 milliliters of distilled water and

blend at low speed for 30 seconds.
b. Remove the jar from the blender and

swirl the contents.
c. After 90 seconds has elapsed from the

time the blender was turned on. pour the
slurry Into the spreader and coat the five
plates.

d. It may be necessary to make minor
operational changes such as amount of water
and mixing time in order to obtain plates
of uniform thickness free of °checks and.
bubbles.

I. If checks or cracks appear, decrease the
amount of water.

It. If bubbles appear, decrease .blending
time or speed.

4. Allow the plates to dry 2 days or longer
at room temperature.

a. Plates aged 2 to 4 weeks show less
tendency to flake in the mobile solvent
systems.

b. Plates may be stored on the bench ex-
posed to laboratory air if It can be demon-
strated that no air contaminants are present
as shown by a TLC blank run through the
GLC starting with procedure step V-G9.

5. Activate the plates for 1 hour at 1100 C.
in a hot air oven, cool 30 minutes In labora-
tory air.

a. Use plates the same day they are acti-
vated.

b. Oven should be free of contaminants
that may be absorbed by the plates as shown
by a TLC blank run through the GLC start-
ing with procedure step V-GD.

c. Relative humidity of 40-60 percent aids
In dissipating the static charge which ap-
pears to be characteristic of heated alumina
plates. Unless this charge Is dissipated, at-
traction of alumina for the spotting pipette
causes disruption of the surface.

d. If humidity conditions cannot be met,
longer standing will suffice to dissipate the
charge.

RULES AND REGULATIONS

6. Scribe the TLC plates at right angles to
the direction in which they are poured in
the following manner:

a. Remove 2 millimeters alumina from ver-
tical edges of each plate.

b. Scribe the rest of the plate with
2-millimeter wide lines so as to give two
80-mllUmeter strips and one 20-millimeter
vertical strip between them.

U. Tissue homogenizer-Lourdes tissue
homogenizer with 300-milliliter stainless
steel cups fitted with silicone rubber gaskets.
Do not use any lubricant. Reduce wear be-
tween cup head and shaft bushings with
Teflon-fiberglass washers made from Teflon
tape impregnated with 15 percent glass. 0.015
Inch thick, Detroit Ball Bearing Co., or
equivalent.

V. Ultraviolet lamp--MIneralight Model
2L-2537 (shortwave), or equivalent.

W. Vacuum oven-20-35
° C., 20-30 milli-

meters mercury.
X. Volumetric flasks- milliliter. "
Y. Vortex mixer-Fisher Mni-Shaker, or

equivalent.
IV. Standard solutions. A. Stock solution

A--6.00 milligrams of MGA in 100 milliliters
of absolute ethanol.

B. Stock solution B-dilute 5 milliliters of
stock solution A to 200 milliliters with abso-
lute ethanol.

C. Stock solution C-20 milligrams of MGA
In 100 milliliters of absolute ethanol.

,D. Stock solution D-Dllute, 5 milliliters
stock solution C to 10l milliliters with
chloroform.

E. Stock solution E-1O milligrams of MGA
and 10 milligrams of progesterone In 10 milli-
liters of absolute ethanol:

F. Stock solution F-IG milligrams of MGA
in 10 milliliters of absolute ethanol.

V. Procedure. A. Preparation of glassware.
Al glassware should be washed in detergent
to remove contaminants and rinsed in water
to remove traces of cleaning agent. Rinse
with solvents before using.

B. tPreparatlon of sample:
1. Grind the fresh tissue in a meat grinder

and store In a suitable container in a deep
freeze.

2. Chill the leg bones n the refrigerator
for 24 hours, saw them lengthwise (commer-
cial meat bandsaw), remove the bone mar-
row, and place in the deep freeze.

3. Steam the tripe for 5 minutes and strip
off the muscle layer and store In deep freeze.

C. Extraction procedure for muscle, liver,
kidney, and tripe:

1. Clean homogenizer by disassembling
r'Jxer heads comoletely and soaking In deter-
gent with the cups. Keep all parts from each
mixer head separated from those of the other
assemblies. Brush all parts and rinse
thoroughly with tap water and then with
distilled water. Let dry and reassemble the
mixer heads without using a lubricant.

2. Weigh 60 grams of the partially thawed
tissue into a 300-milliliter homogenizing cuu
and refreeze the unused portion immedi-
ately.

S. Add 175 milliliters of 190 proof ethanol
and a circle of Whatman filter paper No. 40,
12.5 centimeters, as a filter aid.

4. Homogenize for 2 minutes in an Ice
bath.

5. Filter the slurry through Whatman fil-
ter'paper No. 40. 12.5 centimeters, in a Buch-
ner fuiael into a 1-liter filter flask using a
vacuum supply.

6. Wash the cut with 20-25 milliliters of
190 proof ethanol using a wash bottle and
filter the washings through the Buchner
funnel.

7. Transfer the dry filter cake with Its fil-
ter paper to the cup and add 175 milliliters of
190 proof ethanol.

8. Homogenize for 2 minute and filter the
slurry.

9. Repeat step 7, but this time homogenize
the dry cake without Its filter paper for 2
minutes and filter.

10. Mark the level of the combined alcohol
eluates In the 1-11ter filter flask and quanti-
tatively transfer It to a 2-11ter sopamtory
funnel.

11. Add water to the marked level; add 100
milliliters of water and 20 milliliters of catu-
rated sodium sulfate solution to the flask,
mix, and transfer the mixture to the separa-
tory funnel.

12. Add 100 rmlliItors of chloroform and
shake the separatory funnel vigorously for 1
minute.

13. Let stand for 30 minutes or until com-
plete phase separation takes place. If the
chloroform layer Is less than S0 milliliters,
add 25 milliliters more of chforoform and
shake again.

14. Drain the chloroform phase into a 1.
liter round-bottomed flask.

15. Repeat procedure steps V-12, 13, and
14 three more times.

16. Rote-evaporate the combined ohloro-
form extracts and remove the lest trace
of water In the following manner avoiding
violent bubbling during roto-ovaporatlon,

t. This can be done by restricting the
vacuum supply by partially opening the
stopcock slowly or by starting the roto-evap-
orator with the round-bottomed flask out
of the water bath. When flask is cool or
shows frosting, place It Into waterbath.

b. .To the flask add with swirling 25
milliliters of hexane followed by 25 mlllliters
of absolute ethanol.

a. Swirl until the solids and/or oil are
dissolved or suspended in the solvents and
rote-evaporate.

d. Add 25 milliliters of absolute ethanol
and rote-evaporate until 15 minutes after the
solvent has been removed.

17. Close the stopcock and open the sys-
tem at the gless Joint between the two
adapters.

a. This prevents back-flushing of contam-
inants from the rote-evaporator.

b. Stopping place. Leave the adapter In
place, stopper, and store in refrigerator or
deep freeze.

c. Storage of r.mple in the solvent should
be avoided.

D. Extraction procedure for fat and bone
marrow:

1. Clean homogenizer cups and heads,
procedure step V-C; weigh samples as In
procedure step V-02.

2. Add 150 milliliters of hexane and warm
on a steam bath without boiling.

.3. Stir the solution with a spatula untl
the fat dissolves.

4. Filter the warm solution through What-
man No. 40 filter paper, 12.5 centintors, Into
a 1-liter filter flask.

5. Transfer the filter cake, including filter
paper, to the cup and add 150 milliliters of
hexane.

6. Homogenize for 2 minut in an ice
bath, rewarm the cup, and filter the warm
solution Into the filter flask.

1. Repeat the homogenization and ektrao-
tion of the filter cake one more time.

8. Warm the filter flask until the solution
Is relatively clear and translof the warm
bexane solution Into a 2-liter soparatory,
funnel.

9. Add 500 millilIters of hexane, 250 milli-
liters pf 9:1 methanol-water, and shako
vigorously for 1 minute.

10. Let stand 30 minutes and drain the
lower phase Into a 2-liter separatory funnel.

11. Extract with thrae 250-milliliters-por-
tions of 9:1 methanol-water and combine
the extracts.

12. To the combined filtrates in the 2-litor
separatory funnel, add 000 milliliters of water
and 2 milliliters of saturated sodium sulfate
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solution to give 55 to 60 percent aqueous
methanol.

13. Shake vigorously for 1 minute the
aqueous methanol with 300 mllilters of
methylene chloride. If the phases do not
separate well, add 2 milliliters of saturated
sodium sulfate solution and shake again.

14. Let phases stand 20 minutes and drain
into a 1-liter round-bottomed flask.

15. Extract with three successive portions
of 100 milliliters of methylene chloride.

16. Roto-evaporate the combined extracts
as in procedure step V-CI6.

17. Stopping place. Leave adapter In place.
stopper, and store in the refrigerator or deep
freeze.

E. Defattng on silica gel columns: L Pre-
pare silica gel column as follows:

a. Clean the column with 50 milliliters of
absolute ethanol, allowing it to flow through
the sintered disk. Aspirate air through the
column until dry.

b. Half fill a column with hexane, slurry
20 grams silica gel In hexane, and pour it
into the column.

c. Rinse the sides of the beaker and col-
unto with hexane.

d. Adjust the flow rate to 8-10 milliliters
per minute.

e. While maintaining at least 15 centi-
meters of solvent, slowly add anhydrous so-
dium sulfate to a depth of 3 centimeters.
The sodium sulfate layer should be free of
air bubbles and should not disrupt the silica
gel surface. -

2. Take- residue from procedure steps
V-Cl7b and V-D17. Remove and rinse
adapter with stopper In place as follows:

a. Invert and pour 20 milliliters of hexane
into the adapter and swirl

b. Pour the contents onto the residue.
c. Rinse the adapter twice with hexane

using a wash bottle nd transfer the wash-
ings to the residue.

3. Swirl and transfer the hexane solution
to the silica gel coltimn.

4. Allow the solution to be completely ab-
sorbed Into the column, but do not allow
the column to go to dryness.

5. Maintain a flow rate of 8-10 milliliters
per minute.

. Rinse the round-bottomed flask twice
10-milliliter portions of hexane and

transfer to the column.
7. Wash the column with the following

solvents, discarding the effluents:
a. Rinse the round-bottomed flask with 75

milliliters of hexane and pour onto the
column.

b. 350 mill1.iters of 1:19 ethyl ether-
benzene (prepared daily from fresh ether,
do not reuse opened cans).

8. Elute MGA fraction with 350 milliliters
of ethyl acetate into a 1-liter round-bot-
tomed flask and rote-evaporate off the
solvent.

a. Discard the adapters.
b. Stopping place. Stopper and store in

refrigerator or deep freeze.
F. Solvent partition: 1. Transfer the resi-

due to a 125-milliliter separatory funnel us-
Ing two 20-milliliter portions of hexane
saturated with 7:3 methanol-water.

2. Extract the hexane phase with 40 milli.
liters of 7:3, methanol-water, first rinsing
the round-bottomed flask with the aqueous
methanol.

a. Shake the funnel vigorously for 1 min-
ute; let the phases separate at least 1 hour.

b. Drain the lower phases Into a 500-milli-
liter separatory funnel containing 50 milli-
liters of methylene chloride. 80 milliliters of
water, and 0.5 milliliter of saturated sodium
sulfate solution.

RULES AND REGULATIONS

3. Repeat step 2 four more times combin-
ing all extincts in the 500-mmiliter separu-
tory funnel.

4. Stopper the 500-liliter separatory
funnel. invert carefully, and vent Immedi-
ately. Shake the funnel cautiously, venting
frequently. When all pressure subsides,
shake the funnel vigorously for 1 minute,
walt 20-30 minutes, and drain the lower
phase Into a 500-milliliter round-bottomed
flask. This precaution does not apply to the
subsequent shakings.

5. Extract with three more 50-mlllter
portions of methyleno chloride, each time
draining the lower phase into the Bask

6. Roto-evaporate the combined extracts
until all the solvent has been removed.
Stopping place. Stopper and store in refrig-
erator or deep freeze.

G. Thin layer chromatography. 1. Transfer
the residue to a 1-milliliter volumetric flask
using five 2-milliliter portions of 1:1 chloro-
form.:methanoL

a. A 1-milliliter volumetric flask holds over
2 milliliters.

b. After each transfer, place the 1-mill-
liter flask in a water bath at 25-40" C. and
evaporate the solvents on. the miniature jet
evaporator, see apparatus 11r-J.
c. Evaporate the last portion under nitro-

gen to just below the 1-mllillte, mark.
d. Label this flask "A",
e. Bring the volume back to the 1-milli-

liter mark. stopper, and mix.
2. Accurately transfer 500 microliters from

flask "A" into another 1-milliliter volumet-
ric flask and evaporate to dryness under
nitrogen.

a. Label this flask "B".
b: This will ultimately be the portion of

the split sample that is assayed by 0L.
3. Add 25 microliters of stock solution F

to volumetric flask "A" and evaporate the
solvents under nitrogen.

a. This half will be used to locate the
MGA area on the plate.

b. All samples are split and fortifled no
described above in procedure steps V-02 and
V-G3.

c. Stopping place. Stopper and store In
refrigerator or deep freeze.

4. To the residue in flasks "A" and "B".
add 10-12 drops of 1: 1 chloroform-metha-
noL.

5. Apply the entire sample in flask "A"
across the entire 80-millimeter band 3 cent-
meters from the bottom of the plate.

a. Apply the sample In 10- to 20-merolter
portions using a 25-mcroUter pipette. Apply
the residue as a band 10 to 15 mnilimeters
wide and 80 millimeters long. Flow the solu-
tion onto the plate as rapidly as possible
with no forced drying.

b. Label this side of the plate "A".
8. Rinse the flask with 10 drops of 1: 1

chloroform-methanol and apply to the same
streaked area as soon as possible.

7. Repeat once more with 5 drops.
8. Place sample "B" on the other 80-milli-

meter strip In a simlanr manner as In pro-
cedure step V--0 5. 8. and 7, and label this
side of the plate "B"

9. Spot 5 microliters of stock rolution Z
on the 20-millimeter strip.

10. Allow the plate to dry for 15 minutes
at room temperature.

11. Place the plate in a tank containing
fresh 1: 1 chloroform-methanol. Saturation
of tank atmosphere is not necessary.

12. Remove the plate from the tank when
the solvent, front has moved 5 centimeters
from the bottom of the plateo MGA and aim-
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llar substances concentrate as a narrow band
at the rolvent front.

13. Remove and air dry the plate in a
horizontal position on a cork ring for all
subzequent plate-drying steps.

14. Dry for 15 minutes at room tempera-
turo and for another 15 minutes In a vac-
uum oven.

15. Place the plate in a tank containing
fresh 10:1:1 benzene-chloroform-ethyl ace-
tate. Saturation of tank atmosphere Is
unnecessary.

16. Allow the solvent to rise 17 centimeters
from the botom of the plate.

17. Determine the position of UIGA on the
plato in section A with UV radiation refer-
ring to the lower spot In the center section.
UGA will be below progesterone.

18. Scribe horizontal lines on section, B
above and below the !JGA area using section
A as a guide to determine the width of the
band to be removed. Do not disturb section
A.

19. Wash a sintered glass funnel with
chloroform. hexane, and alcohol using a
vacuum supply.

20. Scrape the IGA zone with a clean ra-
zor blade onto a piece of weighing paper and
transfer the crapings to the sintered glass
funnel.

a. Do not rinse the weighing paper with
alcohol.

b. Clean razor blade with hexane before
and after each sample.

21. Add four 5-milliliter portions of 19:1
ethanol-water. stfr with a glass rod, let stand
5 minutes. and filter with vacuum Into a
50-mllliter round-bottomed flask using a
filtrator.

22. Rote-evaporate the combined filtrates.
Stopping place. Stopper and store in a re-
frigerator or deep freeze.

H. Gdfs liquid chromatography:
1. Transfer the residue from the round-

bottomed flask to a Shevky-Stafford tube
with four 1-millllter portions of chloroform

2. Place the tubes Into a water bath (35-
40- C.) and evaporate the solvent with a
gentle stream of nitrogen, using the minia-
ture Jet evaporator.

3. Rinse the sides down with approximately
1 milliliter of choloroform and once again
oeporate the solvent.

4. Remove the tube from the evaporator as
coon as possible after solvent has been re-
moved.

5. Bring the volume 'Up to the 0.1 milli-
liter mark with chloroform and swirl with a
vortex mixer.

6. On a 2-foot conditioned column, ad-
just the gas flow and oven temperature to
give a 10-15 minute retention time and ad-
just attenuation to give a peak height of
20-35 milltmeters for 0.1 micrograms of UGA.

a. Suggested parameters are: Oven tem-
perature. 210'-225- C; detector temperature,
2751-2801 C; Inlet temperature. 2.55" C; car-
rier gas flow for helium, 60-120 milliliters per
minute. for hydrogen. 40-60 milliliters per
minute. for air. 300 milliliters per minute;
chart speed. 0.2-05 inch per minute.

b. Do not exceed an oven temperature
of 230' C.

7. Inject 10 microliters of stock solution D
and measure the peak height In millimeters.

8. Inject 10 microliters of the sample and
measure the peak beight In mlliliters.

9. For fat samples or problem samples use
the 3-foot column providing a longer reten-
tion time of 16-20 minutes.

VL Calculations. Calculate the parts per
billion MGA by the following formula:.

Pea height of unknown
Parts per bllion Peak height of standardXS 3
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, VII. Recovery study. A. Fortliflcation of
reagent blank:

1. For those using this method for the
first time either for recovery study or tissue
assay, a solvent blank and solvent fortified
with MGA should be processed through the
entire procedure. This preliminary operation
will establish whether or not the procedure
Is free from contamination arising from sol-
vents and glassware and demonstrate the
level of recovery of standard MGA. Level of
recovery shbuld be in the same range as the
samples.

2. Place 175 milliliters of 190 proof ethanol
into the homogenizer.

3. To another 175 milliliters of 190 proof
ethanol In a homogenizer cup add 1 milliliter
of stock solution B.

4. Assay both samples as described in the
procedure beginning with the extraction step
V-C4.

B. Fortification of the samples:
1. Weigh 60-gram portions of the un-

fortified tissue Into homogenizer cups and
set half of them aside -to serve as tissue
blanks.

2. Add to the remaining samples 1 milli-
liter of stock solution B to serve as fortified
samples to which 25 parts per billion have
been added.

3. Assay both fortified and unfortifled
tissue as described in the procedure section
beginning with the extraction step V-C3 or
the extraction step V-D2, whichever is
appropriate.
§ 556.390 lkethylparaben.

A tolerance of zero is established for
residues of methylparaben in milk from
dairy animals.
§ 556.400 blethylprednisolone.

A tolerance Is established for negligible
residues of methylprednisolone in milk
at 10 parts per billion.
§ 556.410 Metoserpate hydrochloride.

A tolerance of 0.02 part per million is
established for negligible residues of
metoserpate hydrochloride (methyl-o-
methyl-18-epireserpate hydrochloride)
In uncooked edible tissues of chickens.
§ 556.420 Monensin.

A tolerance of 0.05 part per million is
established for negligible residues of
monensin, in the edible tissues of
chickens.
§ 556.430 Neomycin.

Tolerances are established for resi-
dues of neomycin in food as follows:
0.25 part per million (negligible residue)
In edible tissues of calves; and 0.15 part
per million (negligible residue) in milk.
§ 556.440 Nequinate.

A tolerance of 0.1 part per million is
established for negligible residues of
nequinate in the uncooked edible tissues
of chickens.

§ 556.450 Nihydrazone.
A tolerance of zero is established for

residues of nihydrazone (5-nitro-2-fur-
aldehyde acetylhydrazone) in the un-
cooked edible tissues and eggs of
chickens.
§ 556.460 Novobiocin.

A tolerance of zero is established for
residues of novoblocin in milk from dairy
animals, in eggs, and in the uncooked
edible tissues of chickens and turkeys.

§ 556.470 Nystatin.
A tolerance of zero is established for

residues of nystatin in or on eggs and the
usicooked- edible tissues of swine and
poultry.
§ 556.480 Oleandomycin.

Tolerances are established for negli-
gible residues of oleandomycin in un-
cooked edible tissues of chickens, tur-
keys, and swine at 0.15 part per million.
§ 556.490 Ormetoprim.

A tolerance of 0.1 part per million is
established for negligible residues of
ormetoprim in the edible tissues of
chickens and turkeys.

§ 556.500 Oxytetracycline.
Tolerances are established for residues

of oxytetracycline in food as follows:
(a) In edible tissues of chickens and

turkeys:
(1) 3 parts per million in uncooked

kidney.
(2) 1 part per million in uncooked

muscle, liver, fat, and skin.
(b) 0.1 part per million in uncooked

edible tissues of swine. ,
(c) 0.1 part per million in uncooked

elible tissfies of cattle, beef calves, non-
lactating dairy cattle and dairy calves.

(d) A tolerance of 0.1 part per mil-
lion is established for negligible residues
of oxytetracycline in uncooked edible tis-
sues of salmonids and catfish,
§ 556.510 Penicillin.

Tolerances are established for residues
of penicillin and the salts of penicillin in
food as follows:

(a) 0.05 part per million (negligible
residue) in the uncooked edible tissues of
cattle.

(b) Zero in the uncooked edible tissues
of chickens, pheasants, quail, and sviwne;
in eggs; and in milk or in any processed
food in which such milk has been used.
(c) 0.01 part per million in the un-

cooked edible tissues of turkeys.
§ 556.520 Prednisolone.

A tolerance of zero is established for
residues of prednisolone in milk from-
dairy animals.
§ 556.530 Prednisone.

A tolerance of zero is established for
residues of prednisone in milk from dairy
animals.
§ 556.540 Progesterone.

(a) No residue of progesterone may
be found in the uncooked edible tissues
of lambs and steers.

(b) The method of examination pre-
scribed for the quantitative determina-
tion of progesterone is as follows: Pre-
pare an extractive of the tissues as de-
scribed in this paragraph, and bioassay
the extractive in a vegetable oil vehicle
by the method of Hooker alhd Forbes,
published in "Endocrinology," volume 41,
page 158 (1947) .

I Copies may be obtained from: Yale Uni-
versity, Department of Anatomy, New Haven,
CT 06520.

(1) Extraction procedure for liver,
lean meat, and kidney tissue:

(I) Extract 1 kilogram of finely minced
tissue with 20 volumes of a mixture of
chloroform:methyl alcohol::2:1 in a
tissue homogenized.

(1i) Separate the Insoluble material by
filtration with suction and reextract with
two volumes of the chloroform-methyl
alcohol mixture.

(Il) Again separate the insoluble ma-
terial, and extract It with one-fifth
volume of water. Separate the water
from the insoluble material and extract
the water two times with two volumes
of chloroform.

(v) Combine the chloroform-methyl
alcohol and the chloroform extraotlvez
from paragraph (b) (1) (1), (ii), and
(ill) of this section and evaporate to dry-
ness in vacuum under a stream of nitro-
gen. Redissolve the residue in chloro-
form-methyl alcohol mixture, separate
any insoluble protein, and again evap-
orate to dryness in vacuum under a
stream of nitrogen.

(v) Dissolve the residue from para-
graph (b) (1) (iv) of this section in three
volumes of petroleum ether, and extract
four times with equal jolumes of fresh
portions of 70 percent methyl alcohol in
water. Combine the 70 percent methyl
alcohol extractives, and wash the methyl
alcohol solution with one-fourth volume
of petroleum ether. Discard the petro-
leum ether.

(vi) Concentrate the aqueous methyl
alcohol solution from paragraph (b) (1)
(v) of this section under vacuum to re-
move the methyl alcohol, and extract the
aqueous solution four times with equal
volumes of ethyl ether.

(vii) Combine the ethyl ether extrac-
tives, and evaporate NY dryness. Tho
residue Is dissolved In a suitable amount
of solvent for bloassay.

(2) Extraction procedure for fatty
tissue:

(I) Extract 1 kilogram of finely
minced tissue two times with five volumes
of a mixture of hexane :benzene:: 1:1 and
one time with one volume of the same
solvent.

-(ii) Combine hexane-benzene extrac-
tives and evaporate to dryness.

(III) Dissolve the residue from subdi-
vision (Ut) of this subparagraph in 12
liters of petroleum ether and extract five
times with /2-liter of 70 percent ethyl
alcohol in water. Combine the 70 per-
cent ethyl alcohol extractive, and con-
centrate by evaporation to remove most
of the ethyl alcohol. Discard the petro-
leum ether.

(iv) Extract the aqueous solution from
paragraph (b) (1) (i of this section
four times with one-half volume of ethyl
ether.

(v) Combine the ethyl ether extracts
and evaporate to dryness. The residue
is dissolved in a suitable amount of sol-
vent for bioassay.
§ 556.550 Propylpnraben.

A tolerance of zero Is established for
residues of propylparaben in milk from
dairy animals.
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556.560 _ Pyrantel tartratc.
Tolei-ance. are established for residues

of pyrantel tartrate in edible tissues of
swine as follows:(a) 10 parts per million in liver and
kidney.

(b) 1 part per million in muscle.
§ 556.570 Reserpine.

A tolerance of zero is established for
residues of reserpine and its metaboiltes
in or on the uncooked edible tissues and
eggs of turkeys.
§ 556.580 Robenidine hydrochloride.

Tolerances are established for resi-
dues of robenidine hydrochloride in edi-
ble tissues of chickens as follows:

0.2 part per million in skin and fat.
0.1-part per million (nigligible resi-

due) in edible tissues other than skin and
fat.

§ 556.590 Salicylic acid.
A tolerance of zero is established for

residues of saldylie acid in milk from
dairy animals.
§ 556.600 Spectinomycin. -

A tolerance of 0.1 part per million is
established for negligible residues of
spectinomycin in the uncooked ,edible
-tissues of chickens.
§ 556.610 Streptomycin.

A tolerance of zero is established for
residues of streptomycin in the uncooked
edible tissues of chickens, turkeys, and
swine, and in eggs.
§ 556.625 Sodium sulfachioropyrazine

monohydrate.
A tolerance of zero is established for

residues of sodium sulfachoropyrazine
monohydrate in the uncooked edible tis-
sues of chickens.
§ 556.630 Sulfachlorpyridazine.

A tolerance of 0.1 part per million Is
established for negligible residues of
sulfachlorpyridazine in uncooked edible
tissues of calves and swine.
§ 556.640 Sulfadimethoxine.

Tolerances are established for resi-
dues of sulfadimethoxine in edible prod-
ucts of animals as follows:

(a) In the uncooked edible tissues of
chickens, turkeys, and cattle at 0.1 part
per million (negligible residue).

(b) In milk at 0.01 part per million
(negligible residue).
§ 556.650 Sulfaethoxypyridazine.

Tolerances for residues of sulfa-
ethoxypyridazine in food are established
as follows:

(a) Zero in the-uncooked edible tissues
of swine and in milk.

(b) 0.1 part per million (negligible res-
idue) in uncooked edible tissues of cat-
tle.
§ 556.660 Sulfanerazine.

A tolerance of zero is established for
reidues of sulfamerazine (1W- [4-methyl-
2-pyrimidinyllsulfanlamide) in the un-
cooked edible tissues of trout.

§ 556.670 Sulfametbazine.
A tolerance of 0.1 part per million is

"estabihed for negligible residues of sul-
famethazine in the uncooked edible

1 tissues of cattle and swine.
§556.680 Sulfanitran.

A tolerance of zero is established for
residues of sulfanitran (acetyl(p-nitro-

* phenyl) sulfanilamide) and Its metabo-
lites In the uncooked edible tissues of

* chickens.
§ 556.690 Sulfathia7ole.

A tolerance of 0.1 part per million Is
established for negligible residues of sul-
fathlazole in the uncooked edible tl.-
sues of swine.

§ 556.700 Sulfomyxin.
A tolerance of zero is established for

residues of sulfomyxin (N-sulfometlyl-
polymyxin B sodium salt) in uncooked
edible tissues from chickens and turkeys.
§ 556.708 Testosterone.

1a) No residues of testosterone may be
found in the uncooked edible tissues of
beef cattle.

(b) The method of examination pre-
scribed for the quantitative determina-
tion of testosterone is as follows: Prepare
an extract of the tissues as described in
§ 556.540 (1) and (2) and biolaay
the extractive in an ethyl alcohol vehicle
by inunction of the day-old chick's comb
by the method published in "Methods in
Hormone Research," New York, Aca-
demic Press. volume II. page 285 (1962) .

§ 556.710 Testosterone propionate.
(a) No residues of testosterone pro-

plonate may be found in the uncooked
edible tissues of heifers.

(b) The method of examination pre-
scribed for the quantitative determina-
tion of testosterone proplonate is as fol-
lows: Prepare an extract of the tissues as
described in § 556.540(b) (1) and (2)
and bloassay the extractive in an ethyl
alcohol vehicle by inunction on the day-
old chick's comb by the method published
in "Methods in Hormone Research." New
York, Academic Press, volume Ir. page
286 (1962).1

§ 556.720 Tetracycline.
A tolerance of 0.25 part per million Is

established for negligible residues of
tetracycline in uncooked edible tissues of
calves, swine, sheep, chickens, and
turkeys.,
§ 556.730 Thialiendazole.

Tolerances are established at 0.1 part
per million for negligible residues of thia-
bendazole in uncooked edible tissues of
cattle, goats, sheep, and swine, and at
0.05 part per million for negligible resi-
dues inmilk.
§ 556.740 Tylosin.

Tolerances are established for residues
of tylosin in edible products of, animals
as follows:

ICopies may be obtained from: Academic
Press Inc., 111 Fifth Ave.. Now York, N.Y.
10003.

(a) In chickens and turkeys: 0.2 part
per million (negligible residue) in un-
cooked fat, muscle, liver, and kidney.

(b) In cattle: 0.2 part per million
(negligible residue) in uncooked fat,
muscle, liver, and kidney.

c) In swine: 0.2 part per million
(ne-ligible residue) in uncooked fat,
muscle, liver, and kidney.

d) In milk: 0.05 part per million
(negligible residue).

(e) In eggs: 0.2 part per million (neg-
ligible residue).
§ 556.750 Virginiamycin.

A tolerance of 0.1 part per million is
established f6r negligible residues of vir-
giniamycin in the edible tissues of swine.
§ 556.760 Zeranol.

No residues of zeranol (6-(6,10-dlby-
droxyundecyl-p-resorcylic acid-g-lac-
tone may be found n the uncooked
edible tissues of cattle and sheep as
determined by the following method of
analysis:

L EmzToD or ArrALrrsZz--ZAmoL

A gas chromatographic method for the de-
termination of the drug in frozen beef Us-
cues is dezcribed. Tisue is frozen. and stored
In a deep freez until ready for examination.
A weighed portion of wet tissue (with ex-
caption of fat) is homogenized and lyophil-
ized to dry solid. The drug Is recovered from
dry tissue by an extraction with methanol
In a Soxhlet, extractor. The methanol extract
is dige3ted In the presence of hydrochloric
acid to hydrolyze conjugates should any be-
pre et. mimination of Impurities is brought
about by liquid partition transfer succes-
sively to chloroform to IN sodium hydroxide,
to carbon tetrachloride, to 1V sodium hy-
droxide, to ethyl ether, and. finally, to a dry
residue. The residue Is reacted with a silan
mixture to create a volatile derivative which
is quantitated by peak area ineasurements-
from a flame ionization detector. The drug
can be detected at a level of 20 parts per
billion with negligible interference from tis-
sues or reagents.

IL Rzaar
A. Carbon tetrachloride, NP., Fisher Sol-

entiflc C-185o or equivalent.
B. Chloroform, N.P., Fisher Scientific C-

290, or equivalent.
C. Chromatograph gases, flow rates ad-

justed to maximiz sensitivity for specific
chromatograph.

1. Carrier gas, conventional tank helium.
2. Flame makeup gas.
a. Oxygen, conventional tank oxygen.

.b. Hydrogen, Linde high purity, or'equiv-
alent.

D. Column packing, 3 percent GE SE-52
(Applied Science Laboratories) on. PX. Ce-
lite 60-80 mesh (Johns Lfanville Product No.
154-0048). or equivalent.

E. Ether, anhydrous, Fisher Scientific
E1-138, or equivalent.

P. Hexamethyldilslazane, Dow-Corning.
*eninsular. or equivalent.

0. Hydrochloric acid, analytical reagent
grade.

H. Methanol, certified A.C.S., spectrans-
lyzed. Fisher Scientific A-403, or equivalent,

L Phosphoric acid, analytical reagent
grade.

J. Pyridine, anhydrous, - A.C.S. reagent
grade.

K. Silating reagent mixture: Pipet 8 mil-
lliters each of pyridine and hexamethyl-
dialae and 4 milliliters of trimethy1-
chloroallane Into a clean glass vial with a

I
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polyethylene cap and mix thoroughly. Let
stand overnight and decant supernatant liq-
uid into a vial. Cap and store at room
temperature for daily use. If kept dry, the
reagent Is stable -for more than a month.
Blanks are scanned by gas chromatography
on each new bottle of J, F, and N material
used in the silating reagent mixture for
possible peak interference in the region of
zeranol derivative.

L. Sodium chloride, analytical reagent
grade. ,

M. Sodium hydroxide, analytical reagent
grade.

N. Trimethylchlorosilane, Dow-Corning,
Peninsular, or equivalent.

0. Water, distilled in glass.
P. Zeranol, primary standard.
Q. Solutions.
1. 2N Hydrochloric acid in water.
2. 3N Phosphoric acid In water.
3. 2 percent W/v sollum chloride in water.
4. IN Sodium hydroxide in water.

M. App"ATus
A. Extraction assemblies, Soxhlet. Im-

proved, standard taper grindings, Pyrex
brand -glass, 1.000 milliliters capacity,
Sargent Catalog S-31265D, or equivalent.

B. Flasks. freeze drying, widemouth. 1,000
milliliters eapacity, 24/40 standard taper
grindings, Pyrex brand glass, Sargent Catalog
S-28875-20-F. or equivalent.

C. Flasks. homogenizing, 250 milliliters,
Sargent Catalog S-61716, or equivalent.

D. Funnels, separatory, Squibb stopper,
with Teflon stopcock plug, Pyrex brand glass,
250- and 600-milliliter capacities, Sargent
Catalog S-35815-20-F or G, or equivalent.

E. Gas chromatograph, F and M Model
6760 with flame ionization detector, or
equivalent.

F. Gas chromatography column: Stain-*
less steel tubing. 6 feet by 3/16 inch packed
with 3 percent by weight GE SE-52 (Applied
Science Laboratories) deposited on P.E. Ce-
lite 60-80 mesh (prodift No. 154-0048), or-
equivalent. Condition the column by baking
for 40-80 hours at 325 C. with a helium
flow, but detached from the detector Input.
Injections of 1-2 microliters of a 50/50 mix-
ture of hexamethyldlsilazane and trimethyl-
chlorosilane will help remove active sites
in the column.

1. Prepare a TMS derivative of a 1,000-
microgram zeranol standard as described
In the procedure section. Inject 1-micro-
liter quantities to determine whether the
column is responding to the conditioning.
After the column shows a response at the
1,000-microgram level, proceed to smaller
quantities to optimize conditions.

2. The column and chromatograph must
be conditioned to achieve a minimum
sensitivity response so that a peak 5 milli-
meters in height results from an Injection of
5 microliter of standard preparation contain-
ing 1 microgram of zeranol In the deriva-
tive preparation. This criterion must be met
before tissue assay is attempted.

3. The column is brought to 250' C. after
conditioning and held at that temperature
for at least 12 hours before making a run.

0. Heating mantle, electric, Glas-Col.
Sargent Catalog S-40866H. or equivalent.

H. Hot plate, with gradient rheostat heat
control.

I. Meat grinder, manually operated or
equivalent.

T. Steam bath.
1C. Syringe. Hamilton Micro Syringe Model

701, 10-microliter capacity, or equivalent.
L. Torsion balance, 0.1 gram sensitivity,

600 grams capacity.
M. Vials. 1-dram glass with plastic tops,

Owens-fllinois. Ontlclear. or equivalent.
N. Virtis freeze drier. Sargent Catalog

S28881-80. or equivalent.

RULES AND REGULATIONS

0. Virtis homogenizing mill, macro, Virtis
No. 45, Sargent Catalog S-61700, or
equivalent.

IV. STANDARO SOLUTIONS

A. Stock solution A: Accurately weigh
0.1000" gram of zeranol. primary standard,
into a 250-milliliter beaker. Dissolve the
standard n 80 milliliters of methanol and
accurately dilute to 100 mIlliters in a volu-
metric -flask with methanol. By preparation,
the solution contains 1,000 micrograms per
milliliter.

B. Stock solution B: Dilute 10.0 milliliters
of stock solution A to 100 milliliters with
methanol to provide a standard contaning
100 micrograms of the drug per milliliter.

C. Stock solution C: Dilute 5.0 milliliters
of stock solution B to 100 milliliters with
methanol to provide a standard of 5 micro-
grams per milliliter.

D. Stock solution D: Dilute 2.0 milliliters
of stock solution B -to 100 milliliters with
methanol to provide a standard of 2 micro-
grams per milliliter. Transfer 1.0 milliliter
of stock solution D to a 1-dram glass vial,
evaporate to a dry residue In a vacuum desic-
cator at reduced pressure. The residue con-
tains 2 micrograms of zeranol to be used
as a calibration standard in operation of the
gas chromatograph.

I V. PROCEDURE

A. Preparation of glassware: Glassware
should be washed in detergent or chromic
acid solution to remove contaminants and
rinsed in water to remove traces of cleaning
agent. Rinse with methanol before using.

B. Preparation of sampie.
1. Collect muscle, liver, kidney, and tripe

from a freshly sacrificed animal under the
cleanest conditions possible.

2. Grind the fresh tissue in a meat grinder,
divide Into 100-gram portions, and wrap In
aluminum foil. Store wrapped tissue in a
deep freeze. Fat should be wrapped In foil and
stored in deep freeze.

C. Extraction procedure for muscle, liver
kidney, and'trlpe.

1. WeIght 100 grams of partially thawed
tissue into a 250-milliliter homogenizing
flask, add 60 milliliters of water, and attach
to a Vlrtis "45" Tissue Mill, or equivalent.

2. Mix the materials at 45,000 r.p.m. for 5
minutes to obtain a thin homogenate.

3. Transfer the homogenate to a 1-liter,
widemouth, freeze drying flask using 10-20
milliliters of water for a rinse.

4. Place the flask on its side in a nearly
horizontal position in a slurry of dry ice and
acetone. Rotate the flask on its side as the
homogenate cools to set down a uniform
frozen solid layer on the wall of the flask:

5. Mount the flask on a Virtis freeze drier,
or equivalent, and lyophilize to dry solids.
This operation usually requires 20-24 hours.
Stopping place.

6. Tranlsfer the solid cake to a clean sheet
of paper and crumble by hand to a size con-
venient for transfer to an extraction thimble.

7. Transfer the solids to a single thickness
60 x 180 milliliters Soxhlet extraction thim-
ble and compact the solids sufficiently to
guarantee complete immersion during solid
extraction. ,

8. Transfer 600 milliliters of methanol to
a 1-liter pot of a Soxhlet extraction assembly
and place the thimble In the extractor.
Mount a large glass funnel in the neck of
the extractor with the stem extending into
the thimble. Rinse the 1-liter freeze drying
flask with three 50-mililiter portions of fresh
methanol and transfer the rinses through
the funnel into the thimble. Mount the con-
denser in the extractor and extract the solids
for 15 hours. The extractor should be heated
with the electric heating mantle so that a
fill-empty cycle requires 18-24 minutes.

9. Drain the methanol from the thimble.
Composite the methanol from the extractor
and pot In an 800-militer beaker.

10. Rinse the pot with 10 milliliters of
methanol and add to the methanol com-
posite. Transfer 50 milliliters of 2N H1 down
the pot side wall, and add to methanol com-
posite. Concentrate to 125 milliliters by boil-
ing on a hotplate. ,

D. Extraction procedure for fat.
1. Cut fat into 1/4-inch cubes, The lyophl-

lizatlon of fat Is unnecessary since It In
essentially water free.

2. Transfer 100 grams of the prepared fat
to a 60- x 180-millimeter extraction thimble
and extract with 750 milliliters of methanol
for 15 hours in the Soxhlot extractor. The
extractor should be heated with the elcotri0
heating mantle so that a fill-empty cycle re-
quires 18-24 minutes.

3. Drain the methanol from the thimble.
Composite the methanol from the extractor
and pot in an 800-millillter broakor.'

4. Rinse the pot with 10 milliliters of
methanol and add to the methanol composite,
Transfer 50 milliliters of 2N HC1 down the pot
side wall, and add to methanol composite.
Concentrate to 125 milliliters by boiling on
a hot plate.

E. Solvent partition.
1. Transfer the methanol concentrate to '

500-milliliter separatory funnel, Identified
by number as 1, with 70 milliliters of chloro-
form rinse and mix.

2. Add 300 milliliters of water and without
shaking allow liquid phases to separate.

3. Withdraw the chloroform layer into a
separatory funnel, Identified by number as
2, containing 100 milliliters of 2 percent
aqueous sodium chloride.

4. Gently mix the contents of funnel 2
horizontally end to end 30 times and allow
phases to separate. Usually about 20 minutes
are required to obtain maxinlum chloroform
separation.

5. Withdraw the chloroform layer Into a
beaker.

6. Extract with shaking the contents of
funnels I and 2 successively with three more
50-milliliter portions of chloroform,

7. Comnosite the chloroform extracts and
concentrate to 125 milliliters by evapora-
tion on a steam bath and cool to room
temperature.

8. Transfer the chloroform composite to
a 250-millilter separatory funnel, fitted with
a Teflon stopcock, using 10 milliliters of
chloroform as a rinse.

9. Extract the chloroform with three Cop-
arate 20-milliliter portions of IN sodium
hydroxide- solution retaining the emulsion
in the sodium hydroxide phase. Agitation of
sodium hydroxide with the chloroform ex-
tract for the first time Is accompanied by
the appearance of emulsion.

10. Perform an extraction by gently In-
verting the closed funnef and returning the
funnel to an upright position.

11. Repeat phase mixing 30 times per
extraction.

12. Allow phases to separate for 10 mIn-
utes. The time delay allows for gradual dis-
sipation of the emulsion to Improve phase
separation. The zeranol transfers from the
chloroform to the upper sodium hydroxide
phase In this operation.

13. Composite the sodium hydroxide
extracts.

14. Wash the sodium hydroxide extract
with three 50-milliliter portions of chloro-
form using the technique as In step 9 and
the same 10-minute Interval for phase sop-
aration. Washing the chloroform removes
the emulsion and unwanted Impurities from
the sodium hydroxide phase.

15. Discard the chloroform washes. Trans-
fer the sodium hydroxide extracts to a 260-
milliliter beaker. Rinso each soparatory fun-
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nel with two 5-milliliter portions of water
and add to the sodium hydroxide extract.
Wash each funnel twice with tap water and
twice with distilled water before next use.

16, Neutralize the washed sodium hydrox-
ide extract "to pH 8.0 by dropwise addition
of 3N phosphoric acid using a pH meter for
pH detection.

17. Transfer the pH 8.0 water extract to a
250-milliliter separatory funnelusing 10 to
20 milliliters of water for a rinse.

18* Extract the solution with three sepa-
rate 50-milliliter portions of carbon tetra-
chloride. The zeranol transfers to the lower
carbon tetrachloride phase. Use the same 30-
count phase-mixing technique as in step 9
and allow the mixture to stand 5 minutes for
phase separation.

19. Composite the carbon tetrachloride
extracts.

20. Extract.the carbon tetrachloride com-
posite with two 20-milliliter portions of IN
sodium hydroxide. Zeranol transfers from
carbon tetrachlorlde ,to the upper sodium
hydroxide phase. After phase mixing, allow
the mixture to stand 5 minutes for phase
separation.
21. Composite the sodium hydroxide

extracts.
22. Wash the extract with two 50-milliliter

portions of carbon tetrachloride. Allow the
mixture to stand 5 minutes for phase sepa-

-ration. Discard the carbon tetrachloride
washes.' t

23. Transfer the sodium hydroxide extract
into a 250-milliliter beaker. Rinse the sepa-
ratory funnel with two 5-milliliter portions
of water and add to the sodium hydroxide
extract. Wash each funnel twice' with tap
water and twice with distilled water before
next use. Adjust the sodium hydroxide ex-
tract to a pH of 9.5 by dropwise addition of
3N1 phosphoric acid and transfer to a 250-
milliliter separatory funnel using 10-20
milliliters of water for a rinse.

2. Extract the pH.9.5 water solution with
three separate 30-milliliter portions of an-
hydrous ethyl ether. Allow the muixture to
stand 5 minutes for phase separation. The
zeranol transfers to the upper ether phase

25. Composite the ether extracts in a 125-
milliliter Erlenmeyer flask.

26. Reduce the volume of ether to about
1-2 milliliters by evaporation on a hot plate
with low heat while removing vapor from top
of flask by vacuum aspiration.

27. Transfer ether residue to a 1-dram
glass vial. Rinse down flask side wall with
1-2 milliliters of fresh ether and transfer
to the glass vial

28. Continue evaporation of ether to 0.1
,milliliter.

29. Place vial in a vacuum desiccator and
evaporate residue at line vacuum and room
temperature overnight to dryness.

30. Close vial with a plastic cap and sub-
mit ether residue for preparation of TMS
derivative and gas chromatographic assay
Stopping place.

P. Gas liquid chromatography.
1. Start the gas chromatography and main-

tain the following operational conditions:
Carrier gas pressure: 50 psA. at tank.
Carrier gas flow rate: Sufficient to give

zeranol derivative peak a retention time of
4-8 minutes.

Electrometer range: 102 oi 101.
Detector temperature: 325, C.
Injection port temperature: 325* C.
Columntemperature: 250*-280* C., operate

isothermally.
Recorder sensitivity: 1 millivolt.
Recorder chart speed: 1 inch, per minute.
Sample size: 1 microliter to 5 mlcroliters

as necessary to give desired peak area for
quantitative measurement.

Septums: Replace each evening and allow
to condition overnight at operational
temperature.

Flame assembly: Remove silica ash from
the flame assembly each week. The flame
assembly is removed: the anode, flame jet,
and chimney are cleaned with a nylon bristle
brush. Water and acetone are drawn through
the jet capillary to remove any foreign
material.

2. Add 0.2 mllfliter of silating reagent to
the sample or to the zeranol standard.

3. Stopper the vial and rhake vigorously.
4. Warm the vial at 400-509 C. for a few

minutes. then roll the vial on a horizontal
plane to insure that all of the interior sur-
faces of the vial have been in contact with
the reagent.

5. Let vial stand for 4 hours or overnight
in a warm area (409 C.) to allow reaction to
reach completion.

6. Place vial In a small p2dded centrifuge
tube and centrifuge to rettle the precipitate
and insure that all the liquid Is at the bottom
of the vial.

7. Inject 1.0-5.0 microliters of clear olu-
tlon into the chromatograph. At the betn-
ning of the day's run, make 3-5 injections of

a standard to condition the column for that
day before taking quantitative data.

8. Run known mixtures at the beginning,
middle, and end of the day's run over the
concentration range of samples to be ana-
lyz d to compensate for day-to-day sensltiv-
ity fluctuations and drift. If four or less
smples are to be run, calibrating at the
beginning and end of the run is sufficient.

VL CaLCUr.TzoN

Area values are obtained on known-mix-
tures aid samples by multiplying the net
peak height by the peak width at halt height
or by countlng squares. Area values obtalned-
on knowns are plotted versus zeranol con-
centration. Calibration plots indicate a near-
linear function In the 0-10 microgram range.
Area values obtained on samples are con-
verted directly to microgram quantities using
the curve. Control tests demonstrated a 70
percent recovery of zeranol from. spiked wet
beef liver and muscle necessitating a correc-.
tion factor.

?Mcrgrams of zernol found X 1000
Zeranol. parts per bilion=-WX0.

Where:
0.7=Correction factorfor 70 percent recovery.
W=Grams of tissue examined.

VIL Rzovsr StuDy

A. Fortification of reagent blank.
1. For those using this method for the

first time either for recovery study or tissue
assay, a solvent blank and solvent fortified
with zeranol should be processed through
the entiro procedure. This preliminary oper-
ation will establish whether or not the pro-
cedure Is free.from contamination arising
from solvents and glasswr and demon-
stuate the level of recovery of the standard
zeranoL Level of recovery should be in the
same range as the smples.

2. Transfer 600 millliters of methanol to a
i-liter beaker. Add ,n fl1lliltes of 2Y1 HC1
to the methanol and co.centrato to 125 nmU-
l1ters by boiling on a hot plate.
3. Transfer 600 milliliters of methanol to

a 1-liter beaker. Add 60 mlllllitera of 2N HCI
to the methanol and concentrate to 125 mll-
lliters by boiling on a hot plate. Spike the

concentrate with 1.0 milliliter of stock solu-
tion D.

4. Assay both sample3 as described in the
procedure beginning extraction step V-El.

B. Fortification of samples.
1. Transfer 100-gram portions of partially

thawed tissues into 250-millilter homoge-
nitng flasks and set half of them asido to
serve as tssuo blanks.

2. Add to the remaining samples 1 milli-
liter of stock solution D to servo as fortified
samples to which 20 parts ber billion zear-
lanol have bee added.

3. Assay both fortified and unfortified tis-
sue as described in the procedure cection
beginning with V-C.

§ 556.770 Zoalene.

Tolerances are established for residues
of zoalene( 3,5-dinltro-o-toluamide) and
its metabollte 3-arnino-5-nltro-o-tolua-
mide in food as follows:

(a) In edible tissues of chickens:
(1) 6 parts per million in uncooked

liver and kidney.
(2) 3 parts per million In uncooked

muscle tissue.
(3) 2 parts per million in uncooked

fat.

(b) In edible tissues of turkeys: 3
parts per million In uncooked muscle tis-
sue and liver.

PART 558-NEW ANIMAL DRUGS FOR-
USE IN ANIMAL FEEDS

Subpart A-General Pro-isionsSec.
558.4 Approval of new animal drug appli-

cations for medicated feeds.
558.5 New animal drug requirements for

liquid feed supplements.
558.15 Antibiotic, nitrofuran, and sul-

fonamide drugs in the feed of
anlmals.

558.19 Combination antibiotic drugs In
animal feeds no longer sanc-
tioned.

Subpart B-Specific New Animal Drugs For Use
In Animal Feeds

558.25
558.35
558.45
558.65
558.95
558.105
558.115
558.145

558.155

558.173
558.185
58.195

558.205
5583.225
558.305
558.315

558.325
558.355
558.305
558.415
558.435
558A65
558A85
558.505
558.515
558.525
558.595

2-Acetylamino-5-nitrothifzole.
Aklomlde.
Ammonium chloride, feed grade.
Amprollum.
Bambermycins.
Buquinolate.
Carbadox.
Chlortetracycline. procaine penicil-

lin, and sulfamethazine.
Chlortetracycllne, proca ne penicil-

lin. and sulfathlazole.
ClopldoL
Coumapho3.
Dc..oquinate.
Dlchlorvo.
Dlethylstilbestrol.
Iprouldazole.
Ievaml..ole hydrochloride (equiva-

lent).
Lincomycin.
Monensin.
Nequinate.
Novoblocin.
Oleandomycln.
Poloxalene liquid feed supplement.
Pyrantel tartrate.
RezwrpLne.
Robenidine hydrochloride.
Ronnel.
Styrylpyridilum chloride. dlethyl-

carbarmazine (as base).
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See.
558.575 Sulfadimethoxine, ormetoprim.
558.615 Thiabendazole.
558.625 Tylosin.
558.630 Tylosin and sulfamethazine.
558.635 Virgilnamycin.

AuTHORyrr: Sees. 512, 701(a), 52 Stat.
1055, 82 Stat. 343-351 (21 U.S.C. 360b,
371(a)); unless otherwise noted.

Subpart A--General Provisions
§ 558.4 Approval of new animal drug

applications for medicated feeds.
(a) The Food and Drug Administra-

tion cannot approve an'initial new ani-
mal drug application for a drug that is to
be added to animal feed until a regula-
tion providing for the safe use of the new
animal drug substance as a food additive
has been promulgated by publication in
the FEDERAL REGISTER in accordance with
section 512(i) of the Federal Food, Drug,
and Cosmetic Act.

(b) In the past the Food and Drug
Administration has received many medi-
cated feed new animal drug applications
from feed manufacturers prior to the
promulgation of the required regulation,
and these applications could not or can-
not be reviewed until such promulgation.
Frequently when such applications were
finally reviewed after issuance of the reg-
ulation, they were found to contain in-
formation and labeling not in conform-
ance with such regulation. This resulted
in considerable unnecessary work on the
part of the. applicants and the Food and
Drug Administration.

(c) Accordingly, effective on date of
publication of this section in the FEDERAL
REGISTER, the following is the policy of
the Food and Drug Administration re-
garding the processing of medicated feed
new animal drug applications:

(1) Only those applications for a new
animal drug for which a regulation has
been established in this part will be ac-
cepted and reviewed.

(2) Applications for new animal drugs
for which no such regulation has been
established will be returned to the appli-
cant without review or comment.
(Sec. 512(1), 82 Stat. 347 (21 U.S.C. 360b
()) .)

§ 558.5 New animal drug requirements
for liquid"feed supplements.

(a) Information available to the Com-
missioner of Food and Drugs shows that
certain drugs are unstable when added
to some liquid feed supplements. The
demonstrated instability of these drugs
gives rise to the question of the stability
of other drugs when added to liquid feed
supplements, except where specific ap-
proval has been granted for such use.
Therefore, the labeling of a drug to pro-
vide for its use in a liquid feed supple-
ment causes the drug to be a new animal
drug for such use for which an approved
new animal drug application is required
pursuant to section 512(b) of the Federal
Food, Drug, and Cosmetic Act.

(b) The addition of a drug to a liquid
feed supplement causes such supplement
to become an 'animal feed bearing or
containing a new animal drug for which
an approved application is required pur-
suant to section 512(m) of the act.
(c) Each drug product, intended for

oral administration to animals, which
contains any of the drugs listed in para-
graph (d) of this section and which bears
labeling for its use in animal feed and/
or drinking water -shgll also include in
such labeling the following statement:
"FOR USE IN ---------- ONLY. NOT
FOR USE IN LIQUID FEED SUPPLE-
MENTS," the blank being filled in with
the words "DRY FEEDS," 'DRINKING
WATER," "DRY FEEDS AND DRINK-
ING WATER" as applicable, unless:

(1) Such drug product is the subject
of an approved new animal drug appli-
cation providing for its use in liquid feed
supplements, or;

(2) The labeling provisions of this
paragraph have been waived on the basis
of approval of a petition which includes
a copy of the product label; a descrip-
tion of the formulation; and information
which establishes that the physical,
chemical, or other properties of the par-
ticular drug product are such that it can-
not reasonably be expected to be diverted
for use in liquid feed supplements. Such
petitions shall be submitted to the Food
and Drug Administration, Bureau of
Veterinary Medicine, 5600 Fishers Lane,
Rockville, MD 20852.
(d) The labeling provisions of para-

graph 'c) of this section apply to all
forms of bacitracin, oxytetracycline, and
chlortetracycline.
(e) For any drug which is the subject

of an approved new animal drug applica-
tion, the labeling provisions of paragraph
(c) of this section may be implemented
without prior approval as provided for in
§ 514.8 (d) and (e) of this chapter.
§ 558.15 Antibiotic, nitrofuran, and

sulfonamide drugs in the feed of
animals.

(a) The Commissioner of Food and
Drugs will propose to revoke currently
approved subtherapeutic (increased rate
of gain, disease prevention, etc.) uses
in animal feed of antibiotic and sulfon-
amide drugs whether granted-by approval
of new animal drug applications, master
files and/or antibiotic or food additive
regulations, by no later than April 20,
1975, or the nitrofuran drugs by no later
than September 5, 1975, unless data are
submitted which resolve conclusively the
issues concerning their safety to man
and animals and their effectiveness under
specific criteria established by the Food
and Drug Administration based on the
guidelines included in- the report of the
FDA task force on the use of antibiotics
in animal feeds. All persons or firms
previously marketing identical, related,

-or similar products except the nitrofu-

ran drugs not the subject of an approved
new animal drug application must sub-
mit a new animal drug application by
July 19, 1973, or by December 4, 1973,
in the case of nitrofuran drugs, if
marketing is to continue during the in-
terim. New animal drug entities with an-
tibacterial activity not previously mar-
keted, now pending approval or sub-
mitted for approval prior to, on, or fol-
lowing the effective date of this publica-
tion, shall satisfy such criteria prior to
approval.

(b) Any person interested in develop-
ing data which will support retaining ap-
proval for such uses of such antibiotic,
nitrofuran, and sulfonamide drugs pur-
suant to section 512(1) of the Federal
Food, Drug, and Cosmetic Act shall sub-
mit to the Commissioner the following:

(1) By July 19, 1973, records and re-
ports of completed, ongoing, or planned
studies, including protocols, on the tetra-
cyclines, streptomycin, dihydrostrepto-
mycin, penicillin, and the sulfonamides;
for all other antibiotics by October 17,
1973; and for the nitrofuran drugs by
March 4, 1974. The Food.and Drug Ad-
ministration encourages sponsors to
consult with the Bureau of Veterinary
Medicine on protocol design and plans
for future studies.

(2) By April 20, 1974, data from com-
pleted studies on the tetracyclines, strep-
tomycin, dihydrostreptomycin, the sul-
fonamides, and penicillin assessing the
effect of the subtherapeutic use of the
drug in feed on the salmonella reservoir
in the target animal as compared to that
in nonmedicated controls. Failure to
complete the salmonella studies for any
of these drugs by that time will be
grounds for proceeding to Immediately
withdraw approval.

(3) By April 20, 1975, data satisfying
all other specified criteria for safety and
effectiveness, including the effect on the
salmonella reservoir for any antibiotic
or sulfonamide drugs and by Septem-
ber 5, 1975, for the nitrofuran drugs, ap-
proved for subtherapeutic use In animal
feeds. Drug efficacy data shall be sub-
mitted for any feed-use combination
product containing such drug and any
feed-use single ingredient antibiotic, ni-
trofuran, or sulfonamide not reviewed by
the National Academy of Sciences-Na-
tional Research Council, Drug Efficacy
Study covering drugs marketed between
1938 and 1962.

(4) Progress reports on studies under-
way every January 1 and July 1 until
completion.

(c) Failure on the part of any sponsor
to comply with any of the provisions of
paragraph (b) of this section for any of
the antibacterial drugs included in
paragraph (b) (1) of this section,.or in-
terim results indicating a health hazard,
will be considered as grounds for im-
mediately proceeding to withdraw ap-
proval of that drug for use in animal
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feeds under section 512(1) of the
act in the case of failure to submit
required records and reports and under
section 512(e) where new information
shows that such drug is not shown to be
safe.

(d) Criteria based upon the guidelines
laid down by the task force may be ob-
tained from the Food and Drug Adminis-
tration, Bureau of Veterinary Medicine,
5600 Fishers Lane, Rockville, MD 20852.

(e) Reports as specified in this section
shall be submitted to: Food and Drug
Administration, Bureau of Veterinary
Medicine, Office of the Assistant to the
Director for Antibiotics in Animal Feeds,
5600 Fishers Lane, Rockville, MD 20852.

(f) Following the completion of the
requirements of paragraphs (a) and (b)
of this section and the studies provided
for therein:

(1) Those antibiotic, nitrofuran, and
sulfonamide drugs which fail to meet
the prescribed criteria for subtherapeutic
uses but whi6h are found to be effective
for therapeutic purposes will be per-
mitted in feed only for high-level, short-
term therapeutic use and only by or on
the order of a licensed veterinarian.

(2) Animal feeds containing antibac-
terial drugs permitted to remain in use
for subthempeutic purposes slhall be la-
beled to include a statement of the quan-
tity of such drugs.

§ 558.19 Combination antibiotic drugs
in 'animni feeds no longer sanctioned.

(a) The National Academy of
Sciences-National Research Council,
Drug Efficacy Study Group evaluated
the effectiveness of various drugs in-
tended for use in animals. In furtherance
of the principles laid down by the Na-
tional Academy of Sciences-National
Research Council, and in response to
the need for an integrated monitoring
program of all animal drugs, the Com-
missioner of Food and Drugs has con-
ducted a review of certain additional
combination antibiotic drugs used in
animal feeds that were not considered
by the National Academy of Sciences-
National Research Councih. The Com-
missioner has concluded that available
information fails to provide substantial
evidence of effectiveness of the drugs
listed in paragraph (c) of this section,
and the manufacturers or distributors

13961

have informed the Commissioner that
either the drugs are no longer marketed
or that there is no interest in their
continuedmarketing.

(b) Certain drug combinations listed
in paragiaph (c) of this section were in
use or sanctioned in Subpart C of Part
121 and/or § 510.515 of this chapter,
while other drug combinations should be
the subject of an approved new animal
drug application. The listing of certain
combination antibiotic drugs that are no
longer sanctioned for use in animal feed
provides prompt public notice of this
action and serves as an interim meas-
ure to withdraw approval of the drugs
listed under paragraph (c) of this sec-
tion until recodification and amendment
to the applicable sections can be com-
pleted.

(c) The Commissioner finds that any
further marketing of the following com-
bination drugs constitutes a violation of
the Federal Food, Drug, and Cosmetic
Act in that they have not been shown
to be effective for their intended use.
This listing is subject to later additions
resulting from continued evaluation of
combination animal drug products.
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IENiTIFI. DmUG DOSAGE ID!NTIFI. DR O'O
CATION CATION

SPECIES: CHICKE.1 BREEDER ENICIWN 2-50 GM/TON
83189 AMPROUUM .0125-.025 PERCENT

83810 RESERPINE .002 PERCENT DIENESTROLDIACETATE .007 PERCENT
BACITRACIN 10-200 GM/TON FENICILIN 2.450 GMITON

83190 AMPROU, M .0125.02S PERCENT
SPECIES: CHIC BROILER DIENESTROL DIACETATE .0035 PERCENT

8 PENICILLN 2.4-50 GMrON
83021 APROUUM .004-.025 PERCENT 83193 AM ROLIUM .404.0125 PERCENT

STREPTOAYCIN 30650 GM/TON BACITRACIN PLUS
83023 AMPROLIUM .O04.025 PERCENT PENICILLINl 3.6-56 o'ON COB.

PENICILLIN PLUS - 83149 AMPROUUM .0125-.025 PERCENT
STREPTOMYCIN 14.4-50 GM/TON COMB. ARSANIUC ACID .01 PERCENT

83027 AMPROLIUM .004-.25 PERCENT ETHOPABATE .0004 PERCENT
DIENESTROL DIACETATE .0023-.007 PERCENT PENICILLIN PLUS
PENICILLIN 2.4-50 GM/TON STREPTOMYCIN 14.4-50 GVTON COA-.

83043 AMPROLIUM .0125-.025 PERCENT 83082 DIENESTROL DIACETATE .0023..07 PERCENT
ROXARSONE .0025-.005 PERCENT PENICILLIN .0125 PERCENT ,
BACITRACIN 4-50 GM/TON 83138 HYGROMYCIN B 8 GM/TON

83052 AMPROUUM .0125-.025 PERCENT ZINC BACITRACIN PLUS
MANGANESE BACITRACIN PLUS PENICILLIN 3.6-50 GAVTON COMB,
PENICILLN 3.6-50 GM/TON COMB. 83060 HIHYDRAZONE. 100 GM/TON

83056 APROUUM .0125-.025 PERCENT MJeANGANESE BACITRACIN PLUS
ROXARSONE .025-.005 PERCENT PENICILLIN 3.6-50 GM/TON COMB.
MANGANESE BACITRACIN 4-50 GM/TON 83049 RESERPINE .0001 PERCENT
ETHOPASATE .0004 PERCENT BACITRACIN 4-50 GM/TON

83100 AUPROUUM .0125-.025 PERCENT 83050 RESERPINE .001 PERCENT
BACITRACIN METHYLENE MANGANESE BACITRACIN 4-50 GVTON

DISALICYLATE PLUS 83051 RESERPINE .0001 PERCENT
PENICILWN 3.6-50 GM/TON COMB. MANGANESE BACITRACIN PLUS
ETHOPA ATE .OOD4 PERCENT PENICILLN 3.6-50 GM/TON COB.

83126 AMPROUUM .004.0125 PERCENT 83122 RESERPINE .0001 PERCENT
ZINC BACITRACIN PLUS ZINC BACITRACIN 4-50 GMrON
PENICILLIN 3.6-50 GM TON COMB. 83123 RESERPINE . .0001 PERCENT

83143 AMPROLIUM .0125-.025 PERCENT ZINC BACITRACIN 200 GMTON MAXIMUM
PENICILLIN PLUS a306 ROXARSONE .0025-.05 PERCENT
STREPTOMYCIN 14.4-50 GM/TON COMB. ZOALENE .0125 PERCENT

83145 AMPROUUM .0125-.a.5 PERCENT AMANESE EACITRACIN PLUS
BACITRACIN 4-50GM/TON PENICILLIN 3.6-50 GM/TON COMB.

83146 AMPROLIUM .0125-.025 PERCENT 83075 ROXARSONE .005 PERCENT
BACITRACIN PLUS ZOAINE .0125 PERCENT
PENICILLIN 3.6-50 GM/TON COMB. ZINC BACITRACIN PLUS

83159 AMPROLIUM .0125-.025 PERCENT PENICILLN 3.6-50 GMITON COMB.
DIENESTROL DIACETATE .0023 PERCENT 83076 ROXARSONE .005 PERCENT

ATO DOSZ DRU DOSAGE

ZOALENE
BACITRACIN METHYLENE

DISALICYLATE PLUS
PENICILLIN
ZOALENE
HYGROMYCIN B
PENICILLIN PLUS
TYLOSIN
ZOALENE
PENICILLIN PLUS
TeLOSIN
ZOALENE
ZINC BACITRACIN PLUS
PENICILWN
ZOALENE
ARSANIUC ACID
ZINCZACITRACIN PLUS
PENICILLN
ZOALENE
BACITRACIN METHYLENE

DISAUICYIATE PLUS
PENICILLIN

SPECIES: CHICI
RESERPINE
ZINC BACITRACIN

SPECIES: CHICKEN
AMPOUUM
PENICIWN PLUS
STR.PTOMYCIN
AMPROUUM
ETHOPABATE
STREPTOMYCIN
AMPROUUM
ETHOPABATE
PENICILUN PLUS
STREPTOMYCIN
AMPROUUM
ROXARSONE

.0125 PERCENT

3.6-50 GMTON COMB.
.0125 PERCENT
8-12 GM/TON

3.2-50 GM/TON COMB.
.0125 PERCENT

3.2-50 GM/TON COMB.
.0125 PERCENT

3.6-50 GM/TON COMB.
.004-.0125 PERCENT
.01 PERCENT

3.6-50 GMfTON COMB.
.004-.0125 PERCENT

3.650 GM/TON COMB.

EN LAYER
.0002 PERCENT
10-200 GM/TON

REPLACEMENT
.004-.025 PERCENT

14.450 GM/TON COMB.
.0125-.025 PERCENT
.004 PERCENT
30-50 GM/TON
.0125-.025 PERCENT
.0)04 PERCENT

14.450 GM/TON COMB.
.0125-.025 PERCENT-
.0025-.005 PERCENT

'BACITRACIN
ETHOPABATE
AMPROUUM'
ROXARSONE
BACITRACIN
AMPROUUM
MANGANESE BACITRACIN
ETHOPABATE
AMPROLIUM
BACITRACIN
NIHYDRAZONE
ZINC 8ACITRACIN PLUS
PENICILLIN
RESERPINE
MANGANESE BACITRACIN
RESERPINE
MANGANESE BACITRACIN PLUS
PENICILLIN
ROXARSONE
ZOALENE
BACITRACIN PLUS
PENICILLIN
ROXARSONE
ZOALENE
MANGANESE BACITRACIN PLUS
PENICILLIN
ZOALENE
MANGANESE BACITRACIN PLUS
PENICILLIN
ZOALENE
HYGROMYCIN 8
PENICILLIN PLUS
TYLOsI-.
ZOALENE
ARSANILIC ACID
MANGANESE BACITRACIN PLUS
PENICILLIN

SPECIES: CHICKEN
AAPROLIUM
BACITRACIN
ETHOPABATE

4-50 GMTON
.0004 PERCENT
.0125-.025 PERCENT
.0025-.005 PERCENT
4.50 GM/TON
.0125-.025 PEPCENT
4-50 GM/TON
.0004 PERCENT
.004..0125 PERCENT
4-50 GM/TON
100 GM/TON

3.6-50 GM/TON COta.
.0001 PERCENT
4-50 GM/TON
.0001 PERCENT

3.6-50 GM/TON COMB.
.005 PERCENT
.0125 PERCENT

3.6 GM/TON
.0025-.005 PERCENT
.0083-.0125 PERCENT

3.6-50 GM/TON COMB.
.004-.0125 PERCENT

3.6-50 GMqON COMB.
.004-.0125 PERCENT
8.12 GM/TON

3.2-50 GM/TON COMB,
.0083-.0125 PERCENT
.01 PERCENT

3.6-50 GMITON COMB.

UNSPECIFIED
.0125-.025 PERCENT
4-50 GM/TON
.04 PERCENT

FEDERAL REGISTER, VOL. 40, NO. 60-THURSDAY, MARCH 27, 1975

13962



RULES AND REGULATIONS

Dw DRUG _ SAU I=CAIO oCATrM ccol

82122

82753

82OO5

8257

82769

82378

I 82418

82425

82139

82140

82141

82142

8O

AMPROUUM
BACITRACIN PLUS
PENICILLIWN
ETNPABATE
P/ PROUUM'

ZINC BACITRACIN PLUS
PENICILLIN
ETHOPABATE
ARSAIUC ACID
ZINC BACITRACIN PLUS
PENICILIN
ARS NIUC ACID
BACITRACIN PLUS
PENICILN
ARSANIUC ACID
BACITRACIN PLUS
PENICILLIN
ARSAXIUC ACID
FURAZOUDONE
OXYTETRACYCLINE
ARSANIUC ACID
BACITRACIN METHLENE

DISAUICYLATE PLUS
PENICILUN
ARSANILUC ACID
BACITRACIN METHYLEmE

DSALICYLATE PLUS
PENICILN
BACITRACIN- -
NYSTATIN
BACITRACIN
NYSTATIN PLUS
PENICILLN
BACITRACIN
HYSTATIN
NYSTATIN
BACTRACIH PLUS
PENICILIN
NYSTATIN
MANGANESE BACITRACIN PLUS
PENICILLN

.012-.025 PERCENT

3.6-50 GM/TON COB.
.0004 PERCENT
.0125.025 PERCENT

3.6-50 GNWTON COMB.
.MOO4 PERCENT
.005-.01 PERCENT

3.6-SO GM/TON COMB.
.05-.01 PERCENT

50-100 GM/TON COmB.
.005-.01 PERCENT

100-5 GM/TON COMB.
.005-O1 PERCENT
.0055 PERCENT
2O GM/TON

.005-.01 PERCENT

3.650 GM/TON COMB
.005-.01 PERCENT

500 GMfoON COMB.
4-50 GWTON
50 GMTON
3.-50GM/TON

50 GWTON COMB.
4-50 G.WTON
103 GM, rON0
103GM/TON

3.6.50 GM/TON CONB.
50 GMTON

3.6-50 GM/TON COMB.

iMYNGA.ESE ICOTRAOIN
NYSTAT H
NYTATNI
PA'IGARESE BACITRACHN PLUS

NYSTATIN
BACITRACIN MOETliiEIE

DLSALJCYLATIE PIU
PEJCEIWN
BACITRACIH AZnIYfE

DtSAUCYLATE
NYSTAItI
HYSTATIN
BAOTRACIN MEIV~M

DWAICYLATE PLUS

BACITRACIN OXTHYIUNE
DISAIUCYLATE

HYSTAlIH
LAWIRAON MWrHfIUNE

DISALICYIATE
SOOIUM PWU DE
NYSTATIN
ZINC &PIA31RAN IW

WCM3.UNN'YTATIN

ZINC BACITRAaIN PLUS
IFCCIlE.N
BUYNOQAE
PH~nOI2IN
PLPR.AZE SULFATE
BAcITRXIN METHYENE

DtSAI CYIATE
BUTYORATE
PHEROTI8AZINV
PtPORAZINE SULFATE
BACITRACI, iIENE

DISALICYAIT PLUS

BryNIRATE

4.50GW/TON
50 GTOH
10GM/TON

3.6.50 G?/TON COB.
50 GM/TO

3.-50 G, rO COMa.
4.50 GITON

50 GM TON
103 GM/TON,

3.50 GM/TON CONB.
4A50 GMT N

103 GNJTON
4.50 GM/TON

1 PERCENT
50GYTON

3.6-50GMTCN COMB.
100GM/WTON

3..3GM/TN COMB.
.07 PERCENT
M2 PERCENT
.12 PERCENT
4-50 GWTON

.0 PERCENT
M PERCENT
.12 PERCE T

3.6.50 GM/TON COMB.
.0 PERCENT
.29 PERCENT

Dan DOSMAT_ DJ _ _
PIPERAZINE SULFATE
ZINC BACITRACIN PLUS
PENICILIN .
BUTYNORATE
PHENOTHIAZINE
PIPERAZIHE SULFATE
ZINC BACITRACIH
CaLORTETRACYaJNE
HYSTATIN
a-LORTETRACycUHE
NYSTATIH
DIENESTROL DIACETATE
FURAZOU DONE'.
BACITRACIN PLUS
PENICILLN ,
DIENESTROL DIACETATE
FURAZOUDONE
CHLORTETRACYC.INE
DIENESTROL DIACETATE
FPURAZOU DONE
PENICILLN -
DIENESTROL DIACETATE
FURAZOU DONE
PENICILLN PLUS
STREPTOMYCIN--
DIENESTROL DIACETATE
FURAZOUDONE
BAITRACIN
DIEESTROL DIACETATE
CHLORTETRACYCLNE
DIENESTROL DIACETATE
CHLORTETRACYCLINE
DIENESTROL DIACETATE
FURAZOUDONE
BACITRACIN PLUS
PENICILN
DIENESTROL DIACETATE
FURAZOUDONE
CHLORTETRACYCUNE
DIENESTROL DIACETATE
FURAZOU DONE

.12 PERCENT

1.6-50 GM/TON COMB.
.07 PERCENT
.29 PERCENT
.12 PERCEN
4-5GWTON
10-50 G&/TON
50GM/TON
10-50 GMTON
103 GM/TON,
23-.007 PERCENT

.0 PERCENT

3.6-50 GWTON COMB.
.0023-M 7 PERCENT
.O3 PERCENT
10-50 GM/TON
.0023-.7 PERCOIT
__ PERCENT
10-50 GPMTON
.2-m07 PERCENT

PERCENT

14.450 GM/TON COMB.
.0023-.007 PERCENT
.011 PERCENT
4-50 GV/TON
.0023-.m07 PERCENT
10-50 GM/TON
.0023..OO7 PERCENT
50-103 GMTOH
.0023-.07 PERCENT
.011 PERCENT

3.6-50 GM/TON COM.
.0023-.07 PERCENT
.011 PERCENT
10-50 GMTON
.0023-m7 PERCENT
.011 PERCENT

82952

829S3

82955

82956

82011

PENICILLIN
DIDNESROL -ACETATE
FURAZOUDONE

STREITOMYCIN
MENESTROI. DtACETATE
FURAOUDONE
BACITRACIN
OCERESTRO IOAGTATE
FURAZOUDONE
BACIRACm PLUS

RENESTROL D(ACETATE
URAZOUDONE

CHLORTETRACYCLINE
DiENESTROL. DIACETATE
FURAZOUDoNE
PEICCIWLLN
DCENESTREN. D!ACETATE
FUAZOUDOE
PaIcOWm PLUS
STREPTOMYCE
MENESTROL DIACETATE
PURAZOUDONE
BACITRACIN
XINESTRI. DIA TATE

FURAZODU.E
mammRAI P=U
PEMOCIN
' -NESTRL DACETATE

PURAZOUDONE
O"WIT'ETRACYCLIE
O'EN.STROL OLACETATE
PURAZOULIDONE
PECC.HN
0.OTES~tRI EPACETATE
RIRAZOUDGRE
PECCIWN PLUS
STREPTOTYCIN
FURAZOLIDONE
ZINC BACITRACtI =i

10.50 GMTO
40 23-M 7 PERCENT
.011 PERCENT

14.450 GMTON COMa.-
X0230 PERCNT
= PERCENT

4-50 GMT"ON
JD=3.. 07 PERCENT
.=PERCENT'

3.6.50 GMJTON COMB.
4023-= PERCENT

2 PERCENT
105 G/TON
J23 PERCENT
= PERCENT

10-50 GM/TOH
xox PERCENT
J PERCENT

144.50 G&/ON COMB.
X023-= PERCENT
£06 PERCENT
450G/TON
X023-.= PERCENT

PERCENT

:L.6-50 GWtf[Cco..

X02-X PERCENT

10-50 GM/TON
~.0MA)7 PERCENT

2.4-50 GMN0XmPERCEN
X023-.7 PERCENT

14.450 GM/TOH COMB
£ 82 PERCENT
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RULES AND REGULATIONS

I DEH |FI- "oIDENTFI-CATION DRUG DOSAGE CATION nOPAG DOSAGE

PENICIWlN 3.6-50 GM/TON COMS. BACITRACIN PLUS
82012 RFRAZOUDONE .00083 PERCENT PENICILLIN 3.6-50 GM/TON CO,,B.

ZINC I3ACITRACIN 4-50 GMITON ACETYLAMINO-NITROTHIAZOLE .015-.05 PERCENT
82060 FURAZOUDONE .00083 PERCENT 82550 FURAZO1IDONE .00083 PERCENT

BACITRACIN PLUS CHLORTETRACYCLINE 10-50 G'm/TON
PENICILLIN 50-100 GM/TON COMB. ACETYLAMINO-NITROTHIAZOLE .015-.05 PERCENT

82066 FURAZOUDONE .00083 PERCENT 82552 FURAZOUDONE .00083 PERCENT
BACITRACIN 100-500GM/TON PENICILLIN PLUS

82072 FURAZOUDONE .00083 PERCENT STREPTOMYCIN 14.4-5GMfON COAMB.
BACITRACIN PLUS ACETYLAPINO-NITROTHIAZOLE .015-.05 PERCENT
PENICIWN 100-500 GMTON COMB. 82553 FURAZOLIDONE .00063 PERCENT .

82176 FURAZOUDONE .00083 PERCENT ZINC BACITRACIN 100 GM/TON
PENICIWN 24-50 GM/TON 82556 FURAZOLIDONE .00083 PERCENT

82222 FURAZOUDONE .00003 PERCENT PROCAINE PENICILLIN 100 GM/TON
OXYTETRACY'aCUNE 50 GM/TON 82559 FURAZOLIDONE .00083 PERCENT

82353 FURAZOUDONE .00083 PERCENT CHLORTETRACYCUNE 200 GM/TON
OXYTETRACYCUNE 200 GMTON 82561 FURAZOLIDONE -. D83 PERCENT

82414 FURAZOUDONE .M3 PERCENT CHLORTETRACYCLINE PLUS
BACITRACIN MEnYLENE 4-50 GM/TON OXYTETRACYCLINE 200 GMhTON COMB.

DISAUCYLATE 82567 FURAZOLIDONE .OO83 PERCENT
82428 FURAZOUDONE .00083 PERCENT BACITRACIN 50 GM.VTON

BAGTRACIN METHYLENE 82572 FURAZOLIDONE .00083 PERCENT
DISALICYLATE PLUS CHLORTETRACYCLINE 50 GMTON

PENICIWN 50-100 GM/TON COMB. 82574 FURAZOLIDONE .00003 PERCENT
82435 FURAZOIiDONE .00083 PERCENT CHLORTETRACYCUNE PLUS

BACTRACIN METHYLENE 50-100GM/TON OXYTETRACYCLINE 50 GM/TON COMB.
DISAUCYLATE 8258 FURAZOLIDONE .003 PERCENT

82442 FURAZOUDONE .00083 PERCENT CHLORTETRACYCLINE 100 GM/TON
BACITRACIN METHYLENE 82580 FURAZOUDONE .00083 PERCENT

DISAIJCYLATE PLUS CHLORTETRACYCUNE PLUS
PEMCIUJN 100-200 GM/TON OXY'ETRACYCUNE 100 GMWTON COMB.

82449 FURAZOUDONE .00083 PERCENT 82934 FURAZOLIDONE .022 PERCENT
BACITRACIN METYLE 100-200 GM/TON BACITRACIN PLUS

DISALICYLATE PENICILLIN 3.6-50 GM/TON COMB.
82543 FURAZOUDONE .011 PERCENT 82939 FURAZOLIDONE .0055 PERCENT

BACITRACIN PLUS BACITRACIN PLUS
PENICIWN 3.6-50 GMJTOH COMB. PENICILLIN 3.6-50 GM/TON COMB.

82548 FURAZOUDONE ODOB3 PERCENT 82501 HYGROMYCIN 8 8-12 GM/TON
BAITRACIN 4-50 GM/TON BACITRACIN METHYLENE
ACEYIAMNO-NITROTHAZOLE .015-.05 PERCENT DISAUICYLATE PLUS

82549 FURAZOU DOIDE .00063 PERCENT PENICILLIN 3.6-50 GM/TON COMB.

DOSAGEDRUG D G- DRUG DOSAGE

NICARBAZIN
BACITRACIN PLUS
PENICILLIN
HICARBAZIN
ARSANIIC ACID
BACITRACIN PLUS
PENICIWN
NICARBAZIN
SODIUM ARSANILATE
BACITRACIN PLUS
PENICILLIN
NICARBAZIN
ROXARSONE
BACITRACIN PLUS
PENICILLIN
NICARBAZIN
FURAZOUDONE
BACITRACIN PLUS
PENICIWUN
NICAR8AZIN
NITROFURAZONE
FURAZOUDONE
BACITRACIN PLUS
PENICIWN
NICARBAZIN
BACITRACIN
NICARBAZIN
FURAZOUDONE
CHLORTETRACYCUNE
NICARBAZIN
FURAZOIU DONE
ZINC BACITRACIN
NIHYDRAZONE
BACITRACIN METHYLENE

DISAUCYLATE PLUS
PENICIWN
NITHIAZIDE
OXYTETRACYCUNE
NITHIAZIDE
PENICIWN
NITHIAZIDE

.01-.02 PERCENT

100-500 GMTON COMB.
.01-.02 PERCENT
.005-.010 PERCENT

100-500 GM/TON COMB.
.01-.02 PERCENT
.005-.010 PERCENT

100-500GM/TON COMB.
.01.02 PERCENT
.0025-.005 PERCENT

1I-500 GM/TON COMB.
.01-2 PERCENT
.00083 PERCENT
10O-5 GM/TON
125GMTON MAXIMUM
.01-.02 PERCENT
.0056 PERCENT
.O=O83 PERCENT

100-500 GM/TON COMB.
.01-.02 PERCENT
4-50 GMTON
.01-.02 PERCENT
.00083 PERCENT
200 GM/TON
.01-.02 PERCENT
.00083 PERCENT
50 Gt.VON
.011 PERCENT

3.6-50 GM/TON COMB.
.0125-.04 PERCENT
50 GMTON MAXIMUM
.0125-.04 PERCENT"
2.4-50 GM/TON
.0125-.04 PERCENT

82146

82147

82513

82585

82586

82587

82588

82589

82660

82762

82013

82016

82018

PENICILLIN PLUS
STREPTOMYCIN
NITHIAZIDE
BACITRACIN
NITHNZIDE
BACITRACIN PLUS
PENICILLIN
NITHIAZIDE
BACITRACIN METHYLENE

DISALICYLATE
NITHIAZIDE
FURAZOLIDONE
BACITRACIN
NITHIAZIDE
FURAZOLIDONE
BACITRACIN PLUS
PENICILIN
NITHIAZIDE
FURAZOLIDONE
CHLORTETRACYCLINE
NITHIAZIDE
FURAZOLIDONE
PENICILUN
NITHLAZIDE
FURAZOUDONE
PENICIWN PLUS
STREPTOMYCIN
NITNHIAZIDE
CHLORTETRACYCLINE
NITHLAZIDE
ZINC BACITRACIN
NITROFURAZONE
ROXARSONE
FURAZOLIDONE
ZINC BACnTRACIN PLUS
PENICILLIN
NITROFURAZONE
FURAZOLIDONE
ZINC BACITRACIN PLUS
PENICILLIN
NITROFURAZONE

14.4-50 GM/TON COMB.
,0125-.04 PERCENT
4-50 GMTON
.0125-.04 PERCENT

3.6 GM TON COMB.
.0125-.04 PERCENT
4-50 GM/TON

.0125,.04 PERCENT

.00083 PERCENT
4-50 GM/TON
.0125-.04 PERCENT
.00083 PERCENT

3.6-50 GM/TON COM,
.0125-.04 PERCENT
.00003 PERCENT
10-50 GM/TON
.0125-.04 PERCENT
.00002 PERCENT
2.4-50 G/ON
.0125..04 PERCENT
.00083 PERCENT

14.4.50 GM/TON CO.1.
.0125-.04 PERCENT
10-50 GMVTON
.0125..04 PERCENT
4-50 GMTON
.0056 PERCENT
.0025-.005 PERCENT
.00083 PERCENT

3.6-50 G&VTON CO/.
.0056 PERCENT
.00003 PERCENT

3.6-50 GMJTON CO,/a.
.00S PERCENT
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RULES AND REGULATIONS 13965

CAON CATCH DOM

PURAZOUDONE ~ 3PERCENT sACITRACIN PLUS 1MW.5OMTON
Zinc BAOTRACIN 4-50 GMTON PmIcCIINH 125 CWTON M '

82048 NITROFURAZONE .A56 PERCENT 82092 ITROURAZONE .0112PERCENT
FURAZOUDONE .00M PERCENT BACITRACN PUS
BACITRACIN PLUS PENICM/N 3.6-50 GWT0A COMB.
PERICIwU 3.6-50 GMION COMB. 093 ITROFURAZONE 56 PERCENT

82049 NITROPURAZONE P056 PERCENT FURAZOtDONE P
ROXARSONE 0025-.O05 PERCENT BAITRACIN 40 G&rPCN
RFRAZOUDONE .3 PERCENT M2A 094 AZONE =56 PERCENT
BACFTRACIN PLUS ROXARSOM4 2-.05 PERCENT
PElC3WN 3.6-50 GM/TON CO3.. FMAZOUONE . PERCET

82055 NffROFIRAZONE .56 PERCENT BACTTRACIN 4-50 GA'JTOH
RRAZOUDONE .O03 PERCENT 82095 NTRORIAZONE £56 PERCENT
BAZTRACIH 50-10 GMtTOH FURAZOUDONE . 3 PERCENT

82056 NITRORIRAZOHE .056 PERCENT BAaITRAcIN PUiS
ROXARSONE .025-£05 PERCENT PEIC..lIJN .6.,SO GMITOH CGB.
RRAZOUDONE .0083 PERCENT 8W6 nIoEuRAzolE ,,056 PERCENT
BACITRACIN 50.I O GMTON RmCARsONE .).05 PERCENT

82061 NITRORIRAZOHE .m56 PERCENT fURAZOUD1ONE . PERCENT
RRAZOUDONE .D0-83 PERCENT BAOTRACIH PLUS
BACITRACIN 50-10 GMJTON PEMCIN 3.- GA44,0 ComB.
PENICIWN __PERCENT 82153 NITROTURARZhE £056PERCENT

82062 NITRORIRAONE £056 PERCENT S'A,:HOXAI .01-2PERCENT
ROXARSONE .O025-.O5 PERCENT FURAZOUDONE , PERCNT
FURAZOUDONE M3 PERCENT BACIIPACII 4,50 PERCENT
BACTRACIN PLUS 2.- tkYNO-S(PAR. .O-. PERCEC
PENICIWN -50.100WMTONCOMB. CHWno U4.Eram 1.

82067 NITRORJIR.ONE .0056 PERCENT PYRMiD3I8
RRAZOUDONE .0003 PERCE'T 82155 HTTRORIAZOE £056 PERCENT
BACTRACIN 1W-50 OGMTOII ROxARSOE .05 PERCENT,

82068 NITROFURAZONE .0056 PERCENT SULF.ACu0XA .01-.02 PERCENT
ROXA.SONE 0025-.05 PERCENT EUZAZOU .C33 PERCENTFURAZOUDONE 3 PERCENT - A.CITRACn 4,50 G.'Jofir
BACT'RACIN 10-500w , OM 2.4)AD6,O.5.OPARA, X.£03- PERCENT

82073 NIORJRAZONE £056 PERENT CHWROPHIENY*).6
RJRAZOUDONE .00083 PERCENT PRI.'MDjE I
BACFTRACIN PLUS 82161 NITROURAZONE 056PERCENT
PEKCIWN 100-S0 GNJTON COtM. UI NOAWM .01M PERCENT

-82074 NITROFURAZONE .0D56 PERCENT FURAZODUDOE PERCENT
ROXARSONE- .2.W5 PERCENT BAITRACIN PLUS
RRAZOUDONE .(303 PERCENT PEWC1J.fl" 3.6-50 CM JTN COME.

ATOIACE

24, ,AINO.5-IPARA-
oiA lRqOPENYL-6-ETrn.
PflRMIDINE

NITRORJAZONE
ROXARSONE
SULFAQUINOXAUNE
FURAZOUDONE
BACITRACIN PLUS ,
PENICWN
Z4-DIA.INO-.PARA-

CNLOR0PHENYL)-EEn
PYRIMIDINE

NIOFRJRAZONE
FURAZOUDOHE
PEI8CIWN PLUS
STI~srmmYCIN
ITROFURAZOHE

ROXARSOHE
FURAZOUDONE
PENIaIN PLUS
STRETOMYCIN
NIROFUIRAZONE
RURAZOUDONE
OXY ERACYCUNE
NITRORJRAZONE
ROXARSONE
FURAZOUDONE
OXYFETRACYCUNE
NTROFURAZONE
ROXARSOHE
SULFAQUINOXAUHE
FURAZOUDOHE
PECIWN
Z44IAJAN(-5-<PARA-

CIALOPOPNENYU-&ETHY
PMRIMDINE - -

PJMTRORRAZONE
ROXARSONE
SULFAQWNOXAULNE
RJPAZOUDOHE -
STREPTOMYCIN

0056 PERCENT
.0025.005 PERCENT
.01- PERCENT

36.50 ,GMJON COMB.
.03-05 PERCENT

£056 PERCENT
0083 PERC .

14450 GOfMrIH COB.
.0056 PERCENT
.0025,..00 PERCENT
.0003 PERCENT

154-0 GMTON CON.
£056 PERCENT
MM3 PERCENT
50 GMITON
.£05 PERCENT
.O325-.5 PERCENT
4= PERCENT
50 M/TON
£056 PERCENT
.-. 0 PERCENT
.01-.02 PERCENT
. PERCENT

24-50 GWITON
.003-.006 PERCENT

£056 PERCENT
.OO25..OO PERCENT

.01-M0 PERCENT
. PERCENT
30-50 Gf/ON

82272

8229

822W

82325

40..0WN,'O-S.,ARA-
CIRR0n1hM Twft-2PYDMIN0 04-

ITROR AZONE
ROXARWOE
SMAFAOMOAUiNE
URAMZOUDNE

CI6LORTETRACYCURE
2,A.iLkO-5-vARA-

aRO ORE~l--~Y

NRIRADONE

ROXASOUNE
SU1FAENNW(MOM
FURAZOUDONE
BAITRACIN MEnnfENE

DSAUCYLATE
2A-UWl, O-5.VA-

OiuxwmPH)-

NITOPUAZONE
RIRAZOUDONE
OCtDRTU 6C-UNE

NITRORIRAZONE

CHIWRTETRAXYME PLUS

NTROERAZONE
RORNE
FURAZOUHE
ENWRTETRACYCUE

FlIRAZDOIC

£056 PERCENT
.2-05 PERCENT

.01.- PERCENT
00083 PERCENT
10.50 GM/TOH
= = PERCENT

056 PERCENT
ZC25-. PERCENT
.01 PERCENT

4-50 Gm/Om
.n-06 PERCENT

M56PE T
. -05 .PERCENT
.01-Mn PERCENT
. PERCENT
4.50 GM/TON

=.Cm PERCENT

£056 PERCENT
PRC83 ER T

50GMJTOH
£056 PERCENT

50 GWTON COMB.
£056 PERCENT
.026 PERCENT

£E2PERCENT
10 GM"fON
£056 PERCENT
. PERCENT
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RULES AND REGULATIONS

IDENTIFI- *RGDSG IDENTIFI-
CATIODRUG DOCTIO DRUG DOSAGE

CHLORTETPACYCUNE 100GMTON FURAZOLIDONE .00083 PERCENT
82327 NITROFIJRAZONE .0056 PERCENT BACITRACIN 100 GM/TON

FURAZOUDONE .O83 PERCENT 82339 NITROFURAZONE .0056 PERCENT
OXYTETRACYCUNE 100 GMITON FURAZOUDONE .00083 PERCENT

82328 NITROFURAZONE .0056 PERCENT BACITRACIN METHYLENE 100 GM/TON
FURAZOUDONE .00083 PERCENT DISAU CYI.AtE
CHLORTETRACYCUNE PLUS 82340 NITROFURAZONE .0056 PERCENT
OXYTETRACYCUNE 100 GMITON COMB. POXARSONE .0025-.005 PERCENT

82329 NITROFJRAZONE .0056 PERCENT FURAZOLIDONE .00083 PERCENT
FURAZOUDOHE .00083 PERCENT PEICIWN 100 GM/T01
PENICIWN PLUS 82341 NITROFURAZONE .0056 PERCENT
STREPTOMYCIN 90-180 GMITON COMB. FURAZOLIDONE .O0083 PERCENT

.82330 NITROFURAZONE .0056 PERCENT PENICIWN 100 GhrT'0N
ROXARSONE .0025-.005 PERCENT 82342 NITROFURAZONE .0056 PERCENT
FURAZOUDONE .00083 PERCENT - FURAZOUDONE .00083 PERCENT
PENICIWN PLUS ZINC BACITRACIN PLUS
STREPTOMYCIN 90-10D GM/TON COMB. PENICIWN 100 GM/TON COMB

82332 NITROFURAZONE .0056 PERCENT 82343 NITROFURAZONE .0056 PERCENT
ROXARSONE .0025..005 PERCENT FURAZOUDONE .00083 PERCENT
FURAZOUDONE .00083 PERCENT BACITRACIN METHYLENE
CHLORTETRACYCUNE 200 GMITON DISAUCY1.ATE PLUS

82333 NITROFURAZONE .0056 PERCENT PENIICIWN 100 GhVTON COMB
FURAZOUDONE .0003 PERCENT 82344 NITROFURAZONE .0056 PERCENT
OXYTETRACYCU NE 200 GM/TON FURAZOUDONE .883 PERCENT

82334 NITROFURAZONE .0056 PERCENT BACITRACIN PLUS
FURAZOUDONE .00083 PERCENT PENICIWN 100 GM/TON COMB
CHLORTETRACYCUNE PLUS 82356 NITROFURAZONE .0056 PERCENT
OXYTETRACYCUNE 200 GM/TON COMB. ROXARSONE .0025..005 PERCENT

82335 NITROFURAZONE .0056 PERCENT FURAZOUDONE .00083 PERCENT
ROXARSONE .0025.005 PERCENT OXYTETRACYCUNE 200 GM/TON
FJRAZOUDONE .00083 PERCENT 82368 NITROFURAZONE .0056 PERCENT
ZINC BACITRACIN 100 GM/TON SULFAQUINOXAUNE .0075 PERCENT

82336 NITROFURAZONE .0056 PERCENT FURAZOLIDONE .0083 PERCENT
FURAZOUDONE .003 PERCENT OXYTETRACYCUNE 50 GM/TON
ZINC BAC|TRACIN 100 GM/TON 2,4-DIAMN-5-(PARA- .00075 PERCENY

82337 NITROFURAZONE .0056 PERCENT CHLOROPHENYL)-&ETHYL
ROXARSONE .0025-.005 PERCENT PYRIMIDINE
FURAZOUDONE .00083 PERCENT 82370 NITROFURAZONE .0056 PERCENT
BACITRACIN METHYLENE 100 GM/TON ROXARSONE .0025-.005 PERCENT

DISALICYLATE SULFAQUINOXALINE .0075 PERCENT
82338 NITROFURAZONE .0056 PERCENT FURAZOUDONE .00083 PERCENT

IDEFDRUG DOSAGE ] JDRG MAGECA ON, l

OXYTETRACYCUNE
2.4-DIAMINO-5-(PARA-

CNLOROPNENYL)-6-ETNYL
PMRWMDINE

NITROFURAZONE
NITROPNENIDE
FURAZOUDONE
OXYTETRACYCUNE
NITROFURAZONE
PURAZOUDONE
BACITRACIN METHYLENE

DISAUCYLATE
NITROFURAZONE
ROXARSONE
PURAZOUDONE
BACITRACINtMETHYLENE

DISALIC(LATE
NITROFURAZONE
FURAZOU DONE
BACITRACIN METIYMJENE

DISAUCYLATE PLUS
PENICIWN
NITROFURAZONE
ROXARSONE
FURAZOUDONE-
BACITRACIN METHYLENE

DISALICYLATE PLUS
PENIcWN
NITROFURAZONE
FURAZOUDONE
BACITRACIN METHYLENE

DISAUCYLATE PLUS
PENICIWN
NITROFURAZONE
ROXARSONE
FURAZOU DONE
BACITRACIN METNYLENE

DISALICYLATE PLUS
PENICILLIN
NITROFURAZONE
FURAZOU DONE

50 GM/TON
.00075 PERCENT

.0056 PERCENT

.05 PERCENT

.00083 PERCENT
200 GMTON
.0056 PERCENT
.00083 PERCENT
4-50 GMTrOH

.0056 PERCENT

.0025-.005 PERCENT

.00083 PERCENT
4-50 GM/TON

.0056 PERCENT

.00083 PERCENT

3.650 GM/TON COMB.
.0056 PERCENT
.0025-.005 PERCENT
.00Ml3 PERCENT

3.6-50 GM/TON COMB.
.0056 PERC0ET
.00083 PERCENT

50-100 GM/TON COMB.
.056 PERCENT
.0025..005 PERCENT
.00083 PERCENT

50-100 GM/TON COMB.
.0056 PERCENT
.00083 PERCENT

82445

8245O

82452

82461

82462

82468

82469

82471

82472

BACITRACIN METHYLENE
DISAUCYLATE PLUS

PENICILUN
NITROFURAZONE
ROXARSONE
FURAZOLIDONE
BACITRACIN METHYLENE

DISAUCYLATE PLUS
PENICIWN
NITROFURAZONE
FURAZOLIDONE
BACITRACIN METHYLENE

DISAUCYLATE
IITROFURAZONE

ROXARSONE
FURAZOUDONE
BACITRACIN METHYLENE

DISAUCYLATE
NITROFURAZONE-
FURAZOLIDONE
BACITRACIN METHYLENE

DISA.ICYIATE
NITROFURAZONE
ROXARSONE
FURAZOUDONE
BACITRACIN METHYLENE

DISAUCYLATE
NITROFURAZONE
BACITRACIN METHYLENE

DISAICY.ATE PLUS
PENICIWN
NITROFURAZONE
EACITRACIN METHYLENE

DISAICYLATE PLUS
PENICILLN
NITROFURAZONE
FURAZOLIDONE
BACITRACIN METHYLENE

DISALICYIATE PLUS
PENICILWN
NITROFURAZONE

100-200 GM/TON COMB.
.0056 PERCENT
.0025..005 PERCENT
.08083 PERCENT

1O0-200GMTON CCM.,
.056 PERCENT
.00083 PERCENT
100-200 GM/TON

.0056 PERCENT

.0O25-.O05 PERCENT

.00083 PERCENT
100.200 GM/TON

.0056 PERCENT

.08083 PERCENT
4-50GM/TON

.0056 PERCENT

.0025-.005 PERCENT

.00083 PERCENT
450 GM/TON

.0056 PERCENT

3.50 GM/TON CO'B.
.0112 PERCENT

34-50 GM/TON CONS.
.0056 PERCENT
.00083 PERCENT

3.6-50 GM/TON CONS.
.5 PERCENT
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RULES AND REGULATIONS 13967
toewtm- DR DOA4 onvi.
H CAT cow COSACE

ROXARSONE .0025-.035 PERCENT 24-OAJD.ANO-5P.A2. 75 PERCENT
FURAZOUDONE . P PERCENT CNW)oMtD N YL
BACIrRACIN METHYLENE PrE.W0(NE

DLSAIJCYLATE PLUS 8 205 PI C0M E 02 .S- PECENT

P8CILUN 3..50 GM/ITON COMB. BAGTRACLN 4-50 GMTON
82678 NTRORJRAZONE .0056 PERCENT 8W 7 HITROPHECDE 0125-MS PERCENT

FPRAZOUDONE .OO3 PERCENT SapTRACM PLUS
CH.ORTETRACYCUNE, 10-50 GMTO4 PEaCIUtm 3"650 GM/TON COMB.

82MB WRtIIURAZTONE .0056 PERCENT 82174 HPO" EHOE .012S-.5 PERCENT
PURAZOUDONE . 3 PERCENT POOCIHU 2.450 GOWOR
CHLORTERACYL1NE 10200 GM/TON 82178 NTTROPI000E .0125-M PERCEP

82682 NIROPRJPAZONE .0356 PERCENT PEIClU PLUS
ROXARSONE .03 -mo PERCENT STPEPTomyCIN 1450 GM/TO C
UR.AZOUDONE .D 3 PERCENT 82M7 RITROPHOCE .015.05 PstnE"r

CIMORTETRACYCUNE 10.0GM/TON OA.RZRCCJE10650 GM/TON
82715 NrmoUAzoNE .0056 PERCENT I TROPHMME .0125.O PERCENT

ZINC BAITRACN PLUS DCENESTROL 0.ACETATE . PERCENT
PENICIWN 3.6-50 GM/TOH COMB. rMETRACMUNE 10-50 GM/TOH

82716 NITROIULAZONE .0112 PERCEHT C9 IROPHNOCE A125,05 PERCENT
ZINC BACITRACIN PLUS PEICCMUN - 2.4-50 GMJTON
PENICUJN 3.6-50 GMTMH'COMB. 210 ITRDP OE 0125. PERCENT

82717 NTROFUR.AZONE .0056 PERCENT DHE.STROL O ACETATE .7PERCENT
RIRAZOUDONE .0 PERCENT . PECUN 2.A50 GYTON -
23NC BACTRaI Pus 82211 TR )E * 0125.5 PERCENT
PEMClWN 3.6-50 GMITON COMZ. ZINC WnRAOR PLS

82900 NITORJRAZ NE .0056 PERCENT PecI1III 3.650 GM4TON COMe.
FURAZOUDONE. .3 PERCENT 8212 NITROMDE .0125-Zn PERCENT
ZINC BACTRACIN 450 GM/TOW WCTRACIN MINEYU

82907 NTRnORRAZONE . PEENT OtSALICYLATE PLUS
SLUAQUINOXAUNE .01.M PERCENT PEvCIWuN 3.6-50 GMITOH COMB.

UPAZOIDONE O.83 PERCENT 82213 NITROPNI E .0125-r PERCEHT
BACITRACIN PLUS MAGANE E ACITRACI H PUUS
PENIOLWN 3.6.50 GM/TON COMB. PENIC JN '3.6-5O G/TON COMa.
Z4-D JNO-5.(PARA- .003-.06 PERCENT 82298 ITROPHOCE .0125-.5 PERCENT

CHLOROPHENYI3.6-ETNU BACMRC N PLUS
PYRIMIDINE PE ,ClUJ 3.6-50 GMT0N COMB.

82930 NITROFURAZONE .0056 PERCENT 82299 HOPHOME .0125-rn PERCENT
SULFAQUINOXAUNE .075 PERCENT PmOCJH PLUs
FURAZOUDONE .0M PERCENT STIREnPTM I 14450 GM/TON COM.
BACITRACIN PLUS 8M0 RI4HDCE .0125-rn PERCENT
PE CIWH 100-500 G/ TON CON.B. UOMON 4.50 G ITOH

IDMIo- DM D0S"M "T= --.WOH 1___ 1___
NITROPNEN1DE
BACITRACIN METHYLEhE

DLIAUCYLATE
NITROPHENIDE
ZINC BACITRACIH
NITROPHENIDE
MANGANESE EACITRACN
NITROPHEHIDE
STREPTOMYCIN
HITROPNENIDE
DIENESTROL DEACETATE
CHLORTETRACYCUNE
NTROPHENIDE
DIENESTROL DLACETATE
STREPTOMYCIN
NITROPHENIDE
DIENESTROL DIACETATE
7JNC BACrITACIN PLUS
PENICIWN
NITROPHEHIDE
DIENESTROL DIACETATE
MANGANESE ACITRACIN PLUS
PEOOLWN
NITROPHENIDE
DIENESTROL DIACETATE _
BAC[TRACIN METHYLENE

DISAUCYLATE PLUS
PENCILWN
NITROPHENIDE
DIENESTROL DIACETATE
BACITRACIN PLUS
PENCIWN
NITROPHENIDE
DIENESTROL DIACETATE
PEICIWN PLUS
STREPTOMYCIN
NITROPHENIDE
DIENESTROL DIACETATE
BAITRACIN
NITROPHENIDE
DIENESTROL DIACETATE

.0125-ZS PEPCN
4-50 GMTON

.0125-.05 PERCENT
4-50 GMTON
.0125-05 PERCENT
4.50 GWTON
.0125-.05 PERCENT
30-50GM/VON
.0125-.05 PERCENT
.037 PERCENT
5O-2 G.VTOH
.0125-.05 PERCENT
.07 PERCENT
30-50 GM/TON
.0125-.05 PERCENT
.007 PERCENT

3.6-50 G/ION COMBS.
.0125-.05 PERCENT
007 PERCENT

3-50 GM/TON COMB.
.0125-.05 PERCENT
.007 PERCENT

3.6-50 GW.TON COMS.
.0125-.O5 PE.CENT
.037 PERCENT

3.6-50 GVTON CO.,3.
.0125-.05 PE)RCENT
.007 PERCENT

14.4-50 G/TON COM.
.0125-.05 PERCENT
.007 PERCENT
4-50 GVTON
.0125-.05 PERCENT
.007 PEENT

82314

82107
82107

ZINC BACITRACN
HITROPNEHIME
OENITfROI. IACETATIE
MANGANESE BAWTRACIH
NTRPHENIDE
D"NESTRO. DEACETATE
PACrTRACIN .. ETYI.EX

ILAIICYI.ATE
IhTROPHDC.E
OIXfTETACYCUNE
NIRPDCBE

ARSANIUC ACID
OTTAYCLIUT

NITROPNDCBE

SOGIUMA ARSANIIATE0XYT'TRACYCLLHE
ITRONEtl'E

EURAZOUONZ
OM(ETRACcWajus

IROPHENIVE
OUOETETRACYCUNE

ITROPNHOIE
CHLORTETRACYCLINE

ZiNC BACIRACI PLiUS
PEN.CIUIN
hI"ROPH=E
ZIC EA, TRAC!N
hYSTATIN
i or.UN

hYSTATIN
STRMQO).CIN
NYSTATIN
PEICCt. UN PLUS
STREPTO.AYCEN
MMTOTNIAZUI
BACITRACIN

PNeOTNIAZNE
BAMPTACN
PRENOTNIAMIE

4.50 GMJITON
.0125-rn PERCENT
£M7 PERCENT

450 GMIT
.0125-rn PERCENT

07 PERCENT
450 C .ITON

200 /TON
rn PERCENT

02S.01 PERCENT

200C8 VAMN'I
260 GCIA'TON

.05 PERCENT
025-.02 PERCENT

200 WMTON
.05PERCENT

PERCENT
260 G0CTON
.012--.W2 PERCENT

4500 GMTON
50-1003 GJTO
.0125-.ms PERCENT

3.50VG T0PCON
.0125-ms PERCENT

50.103 GM/TON
24-50 Gl/TON
50.103 GM/TON
30-50GM/TrON

i4503 GNl/TO

4.50 GA/TC OE

~.37 PERCENT
.3.1 PERCENT
4.50 Wl/lO
zi. PsZCENT

FEDERAL REGISTER, VOL 40, NO. 60-THURSDAY, MARCH 27, 1975

823O1

8233

82305

82307

81

82306
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8M70

82310

82311

82312
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RULES AND REGULATIONS

IDENTIFI- DRUG DOSETIFI-CAIION CATION D. 11UOSAGE

BACITRACIN PLUS BACITPACIN 4-50 GM/TON
PENICILLIN 36-50 GMITON COMB. 82114 PIPERA7ZINE DIHYDrOCHLORIDE .18-72 PERCENT
NICOTINE .03-.07 PERCENT EACIT'PACIN PLUS

82108 PHENOIHIAZINE .3-1 PERCENT PENICILLIN 3.650 GM/TON COMB.
BACITRACIN PLUS 82480 PIPERAZINE DIhYDROCHLORIDE .18-32 PERCENT
PENICILLIN 3.6-50 GM/TON COMB. BACITRACIN METHYLENE 4-50 GM/TON

82698 PHENOTHIAZINE .3-1 PERCENT DISAICYLATE
CHLORTETRACYCUNE 10-50 GM/TON 82492 PIPERAZINE DIHYDROCHLORIDE .18-32 PERCENT

82728 PHENOTHIAZINE .3-1 PERCENT .ACITPACIN METHYLERE
ZINC BACITRACIN PLUS DISALICYLATE PLUS,
PENICILUN 3.6-50 GM/TON COMB. PENICILUN 3.6-50GM/TONCOMB.
NICOTINE .003-.07 PERCENT 82699 PIPERAZINE OIHYDROCHLORIDE .18-.72 PERCENT

82729 PHENOTHIAZINE .3-I PERCENT CHLORTETRACYCLINE 10-50 GM/TON
ZINC BACITRACIN PLUS 82735 PIPERAZINE DIHYDROCHLORIDE .18-.72 PERCENT
PENICILLN 3.6-50 GM/TON COMB. ZINC BACITRACIN PLUS

82765 PHENOTHIAZINE .3-1 PERCENT PENICILLIN 3.6-50GMAIONCOMB.
BACITRACIN METHYLENE 8267 PIPERAZINE DIHYDROCHLORIDE .18-.72 PERCENT

DISAUCYLATE PLUS ZINC BACITRACIN 4-50 GM/TON
PENICILLIN 3.6-50 GM/TON COMB. 82483 PIPRAZINE MONONYDROCHLORIDE .13-.52 PERCENT
NICOTINE .03,07 PERCENT BACITRACIN I/ETHYLENE 450 GM/TON

82766 PHENOTHIAZINE .3-1 PERCENT DISAUICYLATE
BACITRACIN METHYLENE 82495 PIPERAZINEMONOHYDROCHLORIDE .13-.52 PERCENT

DISALICYLATE PLUS BACITRACIN IETHYLENE
PENICILLN 3.6-50 GM/TON DISALICYLATE PLUS

82777 PHENOTHIAZINE .3-1 PERCENT PENICILLN 3.6-50 GM/TON COWB
BACITRACIN METHYLENE 4-50G -M/TON 82738 PIPERA3ZNE M0NOHYDROCHLORIDE .13-.52 PERCENT

DISALICYLATE ZINC BACITR.CIN PLUS
NICOTINE .03-.07 PERCENT PENICILLIN 3.6-50 GMITON COMB.

82778 PHENOTHIAZINE .3-1 PERCENT 82870 PIPERAZINE MONONYDROCHLORIDE .13-.52 PERCENT
BACITRACIN METHYLENE, 450 GM/TON ZINC BACITRACIN 4-50 GMTON

DISALICYLATE 82105 PIPERAZINE PHOSPHATE .23-.92 PERCENT
828W PHENOTHIAZINE .3-1 PERCENT MONOHYDRATE

ZINC BACITRACIN 4-50 GM ON BACITRACIN 4-50 GM/TON
NICOTINE .003-.07 PERCENT 82115 PIPERAZINE PHOSPHATE .3-92 PERCENT

82861 PHENOTHIAZINE .3-1 PERCENT MONOHYDRATE
ZINC BACITRACIN 4-50GM/TON BACITRACIN PLUS

82406 PIPERAZINE .1-A PERCENT PENICILLIN 3.6-50 GM/TON COMB.
OXYTETRACYCUNE 10-50 GM/TON 82493 PIPERAZINE PHOSPHATE .2n-.92 PERCENT

82407 PIPERAZINE .1-. PERCENT MONOHYDRATE
PENICILLIN 2A-50 GM/TON BACITRACIN METHYLENE

82104 PIPERAZINE DIHYDROCHLORIDE .18-.72 PERCENT DISAUCYLATE PLUS

I DTIN DRUG *DOSAGE ODimITDRU
CATION 11_no DRUG_ _ _ _._ _ _ _ _

PENICILLIN
PIPERAZINE PHOSPHATE

MONOHYDRATE
CHLORTETRACYCUNE
PIPERAZINE PHOSPHATE

MONOHYDRATE
ZINC BACITRACIN PLUS
PENICILLIN
PIPERAZINE PHOSPHATE

MONOHYDRATE
BACITRACIN ,ETHYLENE

DISAICYLATE PLUS
PENICILLIN
PIPERAZINE PHOSPHATE

MONOHYDRATE
ZINC BACITRACIN
PIPERAZINE SULFATE
BACITRACIN
PIPERAZINE SULFATE
BACIYRACIN PLUS
PENICILLIN
PIPERAZINE SULFATE
BACITRACIN METHYLENE

DISALICYLATE
PIPERAZINE SULFATE
BACITRACIN METHYLENE

DISAUCYLATE PLUS
PENICILLIN
PIPERAZNE SULFATE
CHLORTETRACYCLINE
PIPERAZINE SULFATE
ZINC BACITRACIN PLUS
PENICILLIN
PIPEAZINE SULFATE
ZINC BACITRACIN
RESERPINE
CHLORTETRACYCLINE
RESERPINE
CHLORTETRACYCUNE
RESERPINE
CHLORTETRACYCUNE

3.6-.50 GM/TON COMB.
23-.92 PERCENT

10-50 GM/TON
.23-.92 PERCENT

3.6-50 GM/TON COMB.
.23-.92 PERCENT

3.6-50 GM/TON COMB.
23-.92 PERCENT

4-50 GM/TON
.21-85 PERCENT
4-50 GMITON
.21-.85 PERCENT

3.6-50 GM/TON COMB.
.21-.85 PERCENT
4-50 GM/TON

.21-.85 PERCENT

3.6-50 GM/TON COMB.
21-.85 PERCENT
10-5o GM/TON
.21-.85 PERCENT

3.6-50 GM/TON COMB.
.21-.85 PERCENT
4-50 GM/TON
.0001 PERCENT
10-50 GM/ION
.0001 PERCENT
50-10OGM/TON
.0001 PERCENT
100-2D0 GMVTON

82050

82076

82151

82159

82162

82255

82257

ROXARSONE
FURAZOUDONE
ZINC EACITRACIN PLUS
PENICILLN
ROXARSONE
FURAZOUDONE
BACITRACIN PLUS
PENICILWN
ROXARSONE
FURAZOLIDONE
BACITRACIN PLUS
PENICILLIN
ROXARSONE
SULFAQUINOXALINE
BACITRACIN
2,4-DIAMUINO-5-(PARAr

CNLOROPHENYL)-6-ETH 'L
PYRIMIDINE

ROXARSONE
SULFAQUINOXALINE
BACITRACIN PLUS
PENICILLIN
2A-'IAMINO-5-(PARA-

•CHLOROPHENYL)-6ETHYL
PYRW.DINE

ROXARSONE
SULFAQUINOXALINE
FURAZOU DONE
BACITRACIN PLUS
PENICILLN
2,-DIAMINO-5-(PARA

CHLOROPHENYL)-6-ETHYL
PYPIMIDINE

ROXARSONE
SULFAQUINOXALINE
PENICILLIN
2,4-D'VAIN-5-(PARA-

CHLOROPHENYL)-6-ETHYL
PYRIlMIDINE

ROXARSONE
SULFAQUINOXALINE

.0025-.005 PERCENT

.000B3 PERCENT

36-50 GMTON COMB.
.0025-.005 PERCENT
.00083 PERCENT

3.6-50 GM/ITON COMB.
.0025-.005 PERCENT
.00083 PERCENT

100-50D GMTON COMB.
.002S.005 PERCENT
.01-02 PERCENT
4-50 GM/ON
.003-.006 PERCENT

.0025-.005 PERCENT

.01-.02 PERCENT

3.6-50 GM/TON COMB,
.00-.O6 PERCENT

.0025-.005 PERCENT

.01-.02 PERCEII

.00083 PERCENT

3.6-50 GM/TON COMB.
.003-.006 PERCENT

.025-.005 PERCENT

.01-.02 PERCENT
2.4-50 GM/TON
.003-.006 PERCENT

.0025-.005 PERCENT

.01-.02 PERCENT
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RULES AND REGULATIONS 13969

IDIIkT1F- DRUG DOAG 1: 311r11.
CATION ATDI'O GE

IFURAZOUDOHE .O003 PERCENT 2.A-0DtMmt0-S.{PA.W X03-.006 PERCENT
PEHICILUN 24-50 GMIrON *CN YUI.6.EThf.
2.4AIA NO-5.(PARA- .03-.06 PERCENT PM.UkoNT

oOOROPHEHA-.nft8 ROXARSO~iE 0025-£0 PERCENT
WRMIDINE SUFAQUUOXAUXE .01-n PERCENT

82 ROXARSONE 025-.05 PERCENT B9Aa79&.I fl7H tM 4-5O.44TON
SULFAQUINOXAUNE .01-,0 PERCEHT DISAUCIJ1AIE
STREPTOMYCIN 30-50 GMITON 24-D L .NO

-
5. .PAI X£.06 PERCENT

2.40ANO0-5-PARA. .0n3.O6 PERCENT CP
C LOROPHEH YpIP.JTNY
PYR JDINE 8= *O) CA E 025-. ERCENT

82264 ROXARSONE .012S-.0 PECENT SUI oxAImE .01-rn PERCENT
SULFAQUIHOXAUINE .01-r2 PERCENT FURAZOUDONE PERCENT
FURAZOUDONE 83 PERCENT BjRka" MZI.T1EXE 4-50 GMITON
STREIOMYCIN 30-50 GMWTON DIAUCYLATE
,4-DILAMINO-5(PARA- .03-.006 PERCENT 2,4.ANINO.501 . Xn-.6 PERCENT

CILOROPIENYL-6-EIr OMROMEETHYL
PfRIMIDIHE T

82269 ROXARSONE 025-.005 PERCENT 82 RW E 25-.C E

SULFAQUINOXAUNE .01-Mn PERCENT S OOX LINE .012rn PERCENT

CHLORTETRACYCIjNE 10-50 SUFA .01-.02 PERCENT

2AODI N()O-5-(PAP- 1101.006 PERCENT UR N ,DO008C PERCET
CHLOROPHENYI2-ETNYL BAOTRAOH 450 GWTOH
PYRtMJDIKE "• 24.- ,O-S.PPARA. . £.PERcENr

82271 ROXARSONE .0025-.005 PERCENT CHILOROPEHIYNNIL
SULFAQUIOXALINE .01-n PERCENT PlJD:hE
FURAZOUIDONE .01 PERCENT ROXARSONE - PECEN
CHLORTETRACYCJNE 10650 GMTON 58IJAUDOXAJT - 075 PERCENT
"Z4. .INO-5.(PARA, .3-.006 PERCENT OXYTR YCUXE 50 GMIH

ao4LOmwftNY)-6.EH 2*0IAYjaN0- ARA- .X7S PERCENT
PYRIMIDINE CHROPHEHUi.6.EIHYL

82276 ROXARSONE J0O25-0S PERCENT Ptf4&D:KE
SULFAQUINOXALINE .01-,02 PERCEHT ROXARSOEXQ £56 PERCENT
ZINC BACITRACIN 4-50 GMTON SItWAQVNOOXAqUN =7 PERCENT
2.4-IAMINO-W.{PARA- I.006 PERCENT FJURAZOU NE X= PERCENT

OiLOROPHENYU-6.TIf 0X~ETRA=X1JE 50 GAjTOH
P I MIDINE 2A.-NO- -PA4A.- =5 PERCENT

82278 ROXARSONE' .0325-OS PIERCENT ORDIO')6.i l
SUFAQUINOXAHE .01-.2 PERCENT r'mUD'
FURAZOUDONE __3PERCENT 823 RXARSONE £025- PERCENT
ZINC BACITRACIN 4-50 GM/ION RAZ0UDOIE PERCENT

__~ ~ 11J ] IL I__ _ _ I _ _

BAc ltACIWMETIYlE
DISALUCYLATE PLUS

PEHNIWIH
ROXARSONE
FURAZOUDONE
BAITRACIN METHYLBNE

DISAUCYtATE PLUS
PEHICIWN
ROXARSONE
FURAZOUDONE
BACITRACINMETNYE

DISAIJCYIATE PLUS
PEHICIUN
ROXARSONE
SULFAQUINOXAUNE
BACITRACIN PLUS
PENICIIN
2.4-DA UNO-5.(PARA-

CHLOROPEHyu-znL
PMIDINE

ROXARSONE
SUULAQUINOXALINE
FURAZOUDONE
BAITRACIN PLUS
PENCIWUN
2,4-IAMINO-5(PARP,A-

CILOROPHENY)-
P'RIMIDINE

SODIUM ARSAHILATE
ZIHC BACITRACIN PLUS
PEICIWJIN
SODIUM ARSANILATE
BACITRACIN PLUS
PEMiCILINI
SODIUM ARSANILATE
BACITRACIN PLUS
PENICIWH
SODIUM ARSANILATE
BAaTRACIN METHYILNE

DISALICYLATE PLUS

3.&50 GMTON COMB.
.0025-.0S PERCE=T
...3 PERCENT

50-100 GMTON COMB.
J005-405 PERCENT
.000m PERCENT

100-20 GMJTOH COMB.
£025-.OS PERCENT
.0175 PERCENT

I0OD-0 GMTON COB.
.00075 PERCENT

.0o25-o PERCENT

.0075 PERCENT

.00083 PERCENT

100-50 GM/TON COM.
.005 PERCENT

D05-.01 PERCENT

34.50 GMITON CO..-S.
05-.01 PERCENT '

50-100 GMITON CO-M,.
O5-.01 PERCENT

100-00 GMtTON COMB.
.005-.01 PERCENT

82440

E2027

50D IUMARA ILATE
BACTRACI NIETCLEE

DISAJCYAITE FtUS-
PECCMuiN
SOOMUI.ARSANUATE
BACITRAOH N ZMnYtE1K

DISALCYILATE PLUS
PE.CttUN

Z.40 1MM.S4PARX.

PYR IIRNE
SUIJFAWJOXALIKE
STREPIO.ACI1(
2.A,DIA O-5.(PAR&-

OILROMUfMV-6EFIrv.

SUFAQUtOXQEnE
CHLORTTTRACYCIUME
2.4 X'0 O-5PARA-

ORMENYU"ETIT1FYRIJJD IE

ZINC BACITRACIN
24DWAWIOS-PA6

PYRLJDINE
SULFAQUI'OXA.WE
BACIRAGH VTHWEhl.

DtSAUCYLATE
2.40D tA',I O-5AP.AA.

PYW.'UDrE
SULFAOUW.NOXAW
PACITRACIN
2.4"WA.'N3-SS('A,-

CHLtC2OMRVRIIEn ft

SULJAOUN3OXWME

3A6O GM/ON COMB.
A0501 PERCENT

5D-1OO GMTOH COmB.
.COS-.O PERCENT

100,2M W GTO.'&COMB.
£C75 PERCENT
2,450 GM.TOH
.=7S PERCENTr

.75 PERCENT
30-50 GMITON
X0075 PERCENT

X075 PERCENT
10.50 GMItN
075 PERCENT

£075 PERCENT

£ S PERCENT

X075 PERCENT

.O'J T NqX07S PERaEPT

£75S PERCENT
450 GCC!TO
.=5 PTRCE1

.0125-.025PERCENT
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RULES AND REGULATIONS"

IDENTIF DRUG DOSAGE tID F- IGCATION CATION DRUG DOSAGE

BACITRACIN 4-50 GM/TON PENICILLIN 3.6-50 GM/TON CO,1.,
82030 SULFAQUINOXALINE .0125-.025 PERCENT 2.4-DAP.,INO-5-(PARA- .003-.006 PERCENT

BACITRACIN PLUS CHLOROPHE YLJ.6ETHYL
PENICILLIN 3.6-50 GM/TON COMB. PYRIMIDINE

82083 SULFAQUINOXAUNE .033-.1 PERCENT 82158 SULFAQUINOXALINE .01-.02 PERCENT
BACITRACIN 4-50 G/TON SODIUM ARSANILATE .005..01 PERCENT

82084 SULFAQUINOXALINE .033-.1 PERCENT - BACITRACIN PLUS
BACITRACIN PLUS PENICILLIN 3.6-50 GM/.TON CON'S.
PENICILLIN 3.6-50 GM/TON COMB. 2,4-DIAMINO-5-(PARA- .003-.05PERCENT

82143 SULFAQUINOXAUNE .01-.02 PERCENT CHLOROPXENYL)-6ETYL
BACITRACIN 4-50 G&VTON PYRIMIDINE
2,4-D INO-5-(PARA- .003-.006 PERCENT 82160 SULFAQUINOXALINE .01-.02 PERCENT

CHLOROPHENYL)-6-EMNYL FURAZOLIDONE' .0083 PERCENT
PYRIMIDINE BACITRACIN PLUS

82149 SULFAQUINOXAUNE , .01-.02 PERCENT PENICILLIN 3.6-50 GM/TON COB.
ARSANIUC ACID .005-.01 PERCENT 2,4.DIAMINO-5-(PARA- .003..006 PERCENT
BACITRACIN 4-50 GM/TON CHLOROPHENYL)-6-ETHYL
2,4-DIAMINO5-(PARA- .003-.006 PERCENT PYRIMIDINE

CHLOROPNENYL).6-ETHYL 82227 SULFAQUINOXALINE .0075 PERCENT
PY'RIMIDINE OXYTETRACYCUNE 50 GmTON

82150 SULFAQUINOXALINE .01-.02 PERCENT 2.4-DIAMINO-S[PARA- .00075 PERCENT
SODIUMARSANILATE .005-.01 PERCENT CHLOROPHENYL)-6-ETHYL
BACITRACIN 450 GM /TON PYRMIDINE
2,4DIAMINO.5.(PARA- .003-,006 PERCENT 82251 SULFAQUINOXALINE .0075 PERCENT

CHLOROPHENYL)-6ETHYL CHLORTETRACYCLINE PLUS
PYRIMIDINE OXYTETRACYCUNE 50 GWITON COMB.

82152 SULFAQUINOXAUNE .01-.02 PERCENT 2.4-DIAAINO5-(PARA- .00075 PERCENT
FURAZOLIDONE .00083 PERCENT CHLOROPl ENYL).6-ETHYL
BACITRACIN 4-50 GM/TON PYRIMIDINE
2,4-D AMINO-.-(PARA- .003-.006 PERCENT 82252 SULFAQUINOXAjINE .01-.02 PERCENT

CHLOROPHENYWI3.ETHYL PENICILLIN 2.4-50 GM/TON
PYRIMIDINE 2.4-DAAJNO-5-(PARA- .003-.006 PERCENT

82156 SULFAQUINOXAIUNE .01-.02 PERCENT CHLOROPNHENYL)-6-ETHYI
BACITRACIN PLUS PYRIMIDINE
PENICILLIN 3.6-50 GM/TON COMB. 82253 SULFAQUINOXALINE .01-.02 PERCENT
2,4-DIAMINO.5-(PARA- .003-.006 PERCENT APSANIUCACID .005-.01 PERCENT

CHLOR0PHENY1)-6-ETNY PENICILUN 2.450 G,/TON
PYRIMIDINE 2,4-DIAMNO-5-(PARA- .003-.006 PERCENT

82157 SULFAQUINOXALINE .01-.02 PERCENT CHLOROPHENYL)&ETNYL
ARSANIUC ACID .005-.01 PERCENT PYRIMIDINE
BACITRACIN PLUS 82254 SULFAQUINOXALINE .01.02 PERCENT

IDENTIF- DRUG DOSAGE DRUG DOSAGECATION I IIO

SODIUM ARSANILATE
PENICILLN
2,4DIAMIHO5-.(PARA-

CHLOROPFHENY1.).6-ETHYL
PYIMIDINE

SULFAQUINOXAUNE
FURAZOLIDONE
PENICILLIN
2.4-DIAMIND-S(PARA-

CHLOROPHENYL)-6-ETHYI
PYRIMIDINE

SULFAQUINOXAUNE
STREPTOMYCIN
2.4-DJOMNO-S(PARA-

CHLOROPHENYL)-6-ETHYL
PYRIMIDINE

SULFAQUINOXAUNE
ARSANILIC ACID
STREPTOMYCIN
2.4-3MIND.5-(PARA-

CHLOR0PHENYl.6-ETHYL
PYRIMIDINE

SULFAQUINOXAUNE
SODIUM ARSANILATE
SIREPTOMYCIN
2,4-DIAMINO-5.(PARA.

CHLOROPHENYI)-6-ETYL
PYRPIMIDINE

SULFAQUINOXAUNE
FURAZOU DONE
STREPTOMYCIN.
2,4-DIAMINO-.-(PARA-

CHLOROPNtENYL)-6-ETHYL
PYRIMIDINE

SULFAQUINOXAUNE
CHLORTETRACYCLINE
2,4-DIAMINO.S.(PARA-

CHLOROPHENYL)-6ETHYL
PYRIMIDINE

SULFAQUINOXAUNE.
ARSANIUC ACID

.005-.01 PERCENT
2.4-50 GM/TON
.003-.006 PERCENT

.01-.02 PERCENT

.003 PERCENT
2.4-50 GM/TON
.003..006 PERCENT

.01-.02 PERCENT
30-50 GMTON
.003-.006 PERCENT

.01-.02 PERCENT

.005-.01 PERCENT
30-50 GM/TON
.003-.006 PERCENT

.01-.02 PERCENT

.005-.01 PERCENT
30-50GMTON
.003-.006 PERCENT

.01-02 PERCENT

.00083 PERCENT
30-5O GMTON
.003-.006 PERCENT

.01-.02 PERCENT
10-50 GM/TON
.003-.006 PERCENT

.01-.02 PERCENT

.005-.01 PERCENT

CHLORTETRACYCLINE
2.4DAINO-5-(PARA-

CHLOROPHENYL)-6-ETNYL
PYWIIDINE

SULFAQUINOXALINE
SODIUM ARSANILATE
CHLORTETRACYCUNE
2.4-DIAMNO-5.(PARA.

CHLOROPHENYL)-6-ETHYL
P(RIMIDINE

SULFAQUINOXALINE
FURAZOLIDONE
CHLORTETRACYCLINE
2.4-DLAAINO-5-(PARA-

CHLOROPHENYL)6-EHYL
PYRIMIDINE

SULFAQUINOXALINE
ZINC BACITRACIN
2,4-DIAJINO-5-(PARA-

CHLOROPN ENYL)-6ETHYL
PYRIMIDINE

SULFAQUINOXALINE
ARSANILIC ACID
ZINC BACITRACIN
2.4-D AINO-5-(PARA-

CHLOROPHENYL)6-ETHYL
PYRIMIDINE

SULFAQUINOXALINE
SODIUM ARSANILATE
ZINC BACITRACIN
Z4-DIAMIND-5-(PARA-

CHLOROPHENYI)-6-ETHYL
PYRIMIDINE

SULFAQUINOXALINE
FURAZOLIDONE
ZINC BACITRACIN
24-DIAMINO-5-(PARA-

CHLOROPHENYL)-6-ETHY
PYRIPAIDINE

SULFAQUINOXALINE

10.501GM/TON
.003-.005 PERCENT

.01-.02 PERCENT

.005-.01 PERCENT
10-50 GMITON
.003-006 PERCENT

.01-.02 PERCENT

.00083 PERCENT
10-50 GMTON
.003- 006 PERCENT

.01..02 PERCENT
4-50 GM/TON
.003-.006 PERCENT

.01-.02 PERCENT

.005-.01 PERCENT
4-50 GM/TON
.003-.006 PERCENT

.01-.02 PERCENT

.00&3.0 PERCENT
4-50 GVTON
.003-.006 PERCENT

.01-.02 PERCENT
.OD3PERCENT

4-50 GMTON
.003-.006 PERCENT

.01,.02 PERCENT
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82256

82259

82260

82261

82263

82266

82267
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IDEHTM OF DDRUG. toatCAiOH. CAT l CAGE

BACrTRACIN METHYLENE 4-50 GMTON 2A-OIAAINO.-PAR. D - ,X0.=6 PERCENT
DISAUCYLATE ON.ORPHDEKCV)&ETm

2.A-OLAMIHO-5-{PARA- .003-.06 PERCENT , E
CHLOROPHWNY-6 82364 SMA.IUMO XAWE X07S PERCENT
PIYRIMIDINE ARSATUC ACID £0.01 PERCENT

82281 SULFAQUiNOXAUNE .01-.n PERCENT OXYTETRAC C E 5O G.IITON
ARSANIUC ACID .005-.01 PERCENT 2AO.-NO-S.AR.*- .75 PERCENT
BAaTRAcIN METHYLENE 4.50 GMJTON CHLO"moa.in

DISAUCYLATE PMVI.tHE
Z40LA-MI O-5-PARA- M3,006 PERCENT 82365 SULFAQ OXAUNE 075 PERCENT

CHLOROPKENYI H 5ODIUM A, A.C'LATE 5-1 PERCENT
PYRIMIDINE OXTETRACYCLXE 50 GIrTCH

82282 SULFAQUINOXAUNE .01-.02 PERCENT 2.44.DOOPARA- C07S PERCEKT
SODIUM ARSANILATE .005-01 PERCENT CHLORO 3, s
BACITRACIN METHYENE 4-50 GMATON PYR I7D:H7E

DISAUCYLATE 82367 SULF' X C07S PERCENT
2.4.- -5..(PARA- .X03-.006 PERCENT PURAZODOHE PERCENT

BAQTEACIO4-5O GMTOC C245 50E ,IMZl2,4-I -(PARA- .003-.OO6 PERCENT JERACIN CW'11 SO5 OMTON
CHLOROPHENI-6-EXIYL ZLJWNO5AA- PERCENTPVRIMIDINE

82287 SUUFAQUINOXAUNE .01-.02 PERCENT 24 FQO, .1']%E
BAC&IRACIN 4-50 GTON PEss s U N 3m.a-5O C'r
Z4-DIAMINO-S-(PARA- .306 PERCENT BACTRACIN METY DL E 4.0 GMIWNH
CKLOROE],-6.E1 DISABCYIATIE

.YRIMIDINE 8YLPERCET82288 SUIFAQUINOXAINE .01-.02 PERCENT BAC.FRACIH MZTKY 0IEARSANIUCACIT 05.01 PERCENT DLU 0'YLA -LUS
BACITRACIN 4-SO G O PCI-CtwN 3.6 -50 ON
Z4-DIARNO-5.(PARA .006 PERCENT L .01-0 PERCENT

CGLOROPEYI.]-6ETNL, BAQTR.CI METHIY-E
PYRFWDINE PISAgCYATE PLUS

8229 SUUFAQUINOXAUNE .01-M PERCENT P:CC564 36-&50. WITCH COMB.
SODIUM ARSANILATE XS-.01 PERCENT 2/A.AMDOAR.3- X PERCENT
BACTRACIN 4-SO GMVTO , cmzROpmm TY
2,4DAMNO-5(PARA- COX0 PERCENT .PYRVYMOQE

CKO va 18aj-6-m R A 8226 SI.AOUINOXAW4lE .0125-£05PERCEN
PYRIMIDINE PROCAINE PENIOTXU 2A5O0MTO4

8W]8 SULFAQUI NOXAJINE .01-rnPERCENT a2564 SMIAOUINOYALINE £075 PERCENT
FURAZOUDONE __I_''PERCEg, RRAZOLIDONE PERCENT
BACITRACIN 4-SO GMTON CO{WRTETRACKIDE GITcw

180mBCc 1 WesuWzn

24-DIAJNO-5-(PARA-
OTLOR0ANYL-ETIIL
PYRIMIDINE

SULFAQUINOXAII'E
FURAZOUDONE
ZINC BACTTRACIN
2,4.AJM NO-5-CPARA-

CKLOROPHENYt3-6ETnYL
PYRJMIDINE

SUWFAQUINOXAUNE
FURAZOUDONE
CHLORTETRACYCIJNE"
2,4-DAMINO-S-PARA-

cNLOROPNENn1)6.ETNa1
PYRIMIDINE

SULFAQUINOXAUNE
FURAZOUDONE -
CHLORTETRACYCUNE
2.4-IAMUNO-5-(PARA-

CHLOROPHOTYI3-EM
PYRIMDINE

SULFAQUINOXAUNE
FURAZOUDONE
PEICIUWN PLUS
STREPTOMYCIN
SULAQUINOXAUNE
CHLORTETRACYCLNE"
2,4OAMINO-S-(PARA-
-" O1LOROPHSENYI6-ETHYL

PYTMIDINE
SULFAOUINOXAUNE
ZINC BACITRACIN
SULFAQUINOXAU NE
BACITRACIN PLUS
PENCIWN
2.4-DLAMINO-5-(PARA-

CHLOROPKEN --
P(IMIDINE

SULFAQUINOXAUNE
SODIUM ARSANILATE
BACITRACIN PLUS

.O75 PERCENT

.0075 PERCENT
.O PERCENT
5O GWTON
.=75 PERCENT

.0075 PERCENT

.0= B PERCENT
50 GW TOH
.00075 PERCENT

.0075 PERCENT
U003 PERCENT
100 GTON
.075 PERCENT

.01-M PERCENT

.0083 PERCENT

14.4-50 GMJTON COMB.
.0075 PERCENT
50-100 WTON
.00075 PERCENT

.0125-025PERCENT
4-5O GMJTON
.0075 PERCENT o

100-50 GMTON COMB.
.0=075 PERCENT

£075 PERCE1T
.005-.010PERCENT

82964

82965

PDG=[UH
2,4OXWlNO-S.Q.A,-

SUVAU3D(l

PYUDNE

PURAZOLIDONE

BACITACN IENII

DISAUCYLATE

SU.FAQUDXWAUNE
URAPOUDONE

2A4OUW.fO-5WARA-

SUFACIUDINOEX
FURAZOLIDONE

2.4OM'lAO-SVPAR4-
ENWOROKEW%8)T
PYRIWXE

PURAZOLUDOHE
ORTERAc aYcE PLUS

OXYTETRACYCUXE .
2.40LAINO-SPARA,

PYIDINE
SULFAQUINOXAMNE
FURAZOUDONE
BACITRACIN l.ETICYLEhM

DISAUCYlATE
ZADOAIX~O-54PARA-

CHUWA~ETWYI

SULFWUXE
FIPERQAIIIE PiOSPNATE

PAONCHYDRATE

103-5C0 GWTON COMB.
£075 PERCENT

M075 RCEHT
PERCT

ICO GMTON

.VS PERCENT

.0075 PERCENT

.0883 PERCENT
100C WITCH
XOV75 PERCENT

.0075 PERCENT
M08 PERCEZ(T
1003 MITO
9=5 PERCEN'

£075 PERCENT
£ PERCENT

2C 0haTON CON3.
75 PERCENT

1-.02 CENT
£83PERCENT

4.50 GAITON

Mn06 PERCENT

£075 PERCENT
23-.92PERCENT
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82927



RULES AND REGULATIONS

IDENTIFI- DRUG DOSGE EUG0.I"
CATION CArIOX DRUG OM"

BACITRACIN METHYLENE THYROPROTEIN 200 GMITON
DISAUCYLATE PLUS 80019 BACITRACIN 25 GVTON

PENICILLIN 3.6-50 GM/TON COB. PENICILLIN 25 GM"ON
2,4-DIAMIND-5-(PARA- .00075 PERCENT THYROPROTEIN 200 G.VTON
CHLO ROPHENYL)--ETYL B2 BACITRACIN 100 CI.VTON
PYRIMIDINE THYROPROTEIN 200 GM/TON

82499 ZOALENE .012-.0188 PERCENT 821 BACITRACIN 50G.iTON
ARSANIUC ACID .01 PERCENT PENICILUN 50 G./TON
BACITRACIN METHYLENE THYROPROTEIN 200 GM/TON

DISALICYLATE PLUS 80113 BACITRACIN PLUS
PENICILLIN 3.650 GM/TON COMB. PENICILUN 100 GMVrON COMB.

FURAZOLIDONE .00083 PERCENT
HYGROMYCIN B 12 W/rONSPECIES: R ,BBIT 80133 BACITRACIN tMETHYUENE 10-50 GM/TON

DISAUCYLATE
80059 FURAZOUDONE .0055 PERCENT ROXARSONE .0025.0075 PERCENT

OXYTETRACYCINE 10 GMfTON FURAZOLIDONE .00083 PERCENTS058 OXYTETRACYCLINE 10GMTON HYGROMYCIN B 12 GMlTON
805 SULFAQUINOXANE .1 PERCENT NITROFURAZONE ..0056 PERCENT

9OXYTETRACYCINE 10 GTON 80154 BACITRACIN METHYLENE 50-100GM/TONSULFAQUINOXAUNE .025 PERCENT ISALICYLATE
ROXARSONE .0025-.0075 PERCENT

FURAZOLIDONE .00083 PERCENT
SPECIES: WINE HYGROMYCIN B 12 GtVTON

.00155 BACITRACIN METHYLENE 50-100 GM/TON
DISALICYLATE80032 ARSANIUC ACID .005.01 PERCENT ROXARSONE .0025-.0075 PERCENT

OXYTETRACYCLINE 150 GMJON FURAZOLIDONE .O3 PERCENT
NITROFURAZONE •0056 PERCENT .YGROMYCIN B 12 G/ON

80045 ASANILUC ACID .005.01 PERCENT NITROFURAZONE .0056 PERCENT
OXYTETRACYCUNE 150 GM/TON 80158 BACITRACIN METHYLENE
PEPSIN DISAUCY.ATE PLUS

80062 ARSANIUC ACID .005-.01 PERCENT PENICILLIN 50-100 GM/N COMB
HYGROMYCIN B 12GM/TON ARSANIUC ACID .005-.01 PERCENT
OXYTETRACYCUNE 500 GWTON HYGROMYCIN B 12 GM/TON

80294 ARSANIUCACID .005-.01 PERCENT 80161 BACITRACIN METHYLENE
ROXARSONE .0025-.0075 PERCENT DISALICYLATE PLUS
FURAZOUDONE .011 PERCENT PENICILLN 50-100 GMTON COMB.
OXYTETRACYCUNE 100GMfTON SODIUM ARSANILATE .005-.01 PERCENT

80018 BACITRACIN SO GM/TON HYGROMYCIN B 12 GM/TON

IDNTFI-J I - E __ __ I__ _(.TON DRUG DODGE -FlIN RU

BACITRACIN METNYLENE
DISAI4CYLATE PLUS

PENICILLIN
ROXARSONE
FURAZOUDONE
HYGROMYCIN 8
NITROFURAZONE
BACITRACIN METHYLENE

OISAUICYLATE PLUS
PENICILLN
PIPERAZINE
BACITRACIN METHYLENE

DISALICY1ATE PLUS
PENICILLIN
SODIUM FLUORIDE
BACITRACIN METHYLENE

DISAUCYLATE
PIPERAZINE
BACITRACIN METHYLENE

DISALICYLATE
SODIUM FLUORIDE
BACITRACIN METHYLENE

DISAUCYI.ATE
FURAZOUDONE
HYGROMYCIN B
BACITRACIN METHYLENE

DISAUCYLATE PLUS
PENICILLIN
FURAZOUDONE
HYGROMYCIN B
BACITRACIN METHYLENE

DISAUCYLATE PLUS
PENICILLIN
FURAZOUDONE
HYGROMYCIN B
BACITRACIN METHYLENE

DISAUCYLATE
FURAZOUDONE
HYGROMYCIN B
Zl'C BACITRACIN

50-100 GM/TON COMB.
.0025-.0075 PERCENT
.'Y083 PERCENT'
12GM/TON
.0056 PERCENT

1050 GMJTON COMB.
.6 PERCENT

10.50 GM/TON COMB.
.5-1 PERCENT
10.50 GM/TON

.6 PERCENT
10.50 GM/TON

.5-1 PERCENT
50 GMTON

.0083 PERCENT
12 GM/TON

50G MTON COMB.
.00083 PERCENT
12 GM/TON

100 GMVTON COMB.
.00083 PERCENT
12GMrON
10-50 GM/TON

.00083 PERCENT
12 GMTON
50-100GM/ON

80157

80160

80163

80166

00236

80241

80242

e9243

80244

80245

ROXARSONE
FURAZOUDONE
HYGROMYCIN B
NITROFURAZONE
ZINC BACITRACIN PLUS
PENICILLN
ARSANIUC ACID
HYGROMYCIN B
ZINC BACITRACIN PLUS
PENICILLIN
SODIUM ARSANILATE
HYGROMYCIN B
ZINC BACITRACIN PLUS
PENICILLIN
ROXARSONE
HYGROMYCIN B
ZINC BACITRACIN PLUS
PENICIUN
ROXARSONE
FURAZOLIDONE
HYGROMYCIN B
NITROFURAZONE
ZINC BACITRACIN PLUS
PENICILLIN
NICOTINE
PHENOTHIAZINE
ZINC BACITRACIN
NICOTINE
SODIUM FLUORIDE
SODIUM SULFATE
ZINC BACITRACIN
SODIUM FLUORIDE
ZINC BACITRACIN
PIPERAZINE DIHYDROCHLORIDE
ZINC BACTRACIN
PIPERAZINE PHOSPHATE

,ONOHYDRATE
ZINC BACITRACIN
PIPERAZINE SULFATE
ZINC BACITRACIN .
PIPERAZINE MONOHYDROCHLORIDE

.0025-.0075 PERCENT

.O03 PERCENT
12 GM TON
.0056 PERCENT

50-100 GM/TON COMB,
.005..O1 PERCENT
12 GM/TON

50-100 GM/TON COMB,
.005-.01 PERCENT
12 GMlTON

50-100 GM/TON
.0025-.0075 PERCENT
12 GM/ON

50-100 GM/TON COMB,
025-.0075 PERCENT

.C03 PERCENT
12 GM/TON
.0056 PERCENT

10-50 GMI/TON COMB.
.003-.07 PERCENT
.3-1.0 PERCENT
10.50 GM/TON
.03-,07 PERCENT
.3 PERCENT
2 PERCENT
10.50 GM/TON
.5-1.0 PERCENT
10.50 GM/TON
.18-.72 PERCENT
10.50 GI"TON
.23-.92 PERCENT

10.50GMvTON
.21..65 PERCENT
10.50GO'.VON
.12-.52 PERCENT

FEDERAL REGISTER, VOL. 40, NO. 60-THURSDAY, MARCH 27, 1975

13972

80168
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IDEIMTFI- DRUG IoskrA lotm
CAN1ON CATIN z14DUZ

80246 ZINC BACIRACIH 10-50 GIVroN TFPAZ2P E PIiSPHATE .23-.92 PERCENT
BUTYNORATE , .07 PERCENT W0192 CH0RTETRACYCWEE 1.50 GV402H
PHENOTHIAZNE .29 PERCENT I'IPERKOZI PHOSPHATE .21-.85 PERCENT
PIPEPAZIHE SULFATE .12 PERCENT 8002 CXWRTRACYC1IRI 10.50 GWlEON

80278 ZINC BACITRACIN PLUS FURAZOLUIOE ERCENT
PENICILLIN 100GM/TON COMB. e0205 C.RTmACYCLRE 10650 GlTOH
FURAZOUDONE .03 PERCENT ROXARSOUE ,025-J87SPERCE
HYGROMYCIN B 12 GM/TOH FURAZOUDOON 0PERCENT

8028 ZINC BACTRACIN 10-50 GM/TrON I'FURAZcOE LO56 ERCENT
FURAZOUDONE 00 PERCENT 83206 CNLORTERACYLUlN 50-103W.VOGV"
HYGROMYCIN B 12GMITON ROXARSONE .025-075 PERCENT

80292 ZINC BACITRACIN 10-50 G&/TON FIJ2AZOUDONE X PERCEN
ROXARSONE -0025-.0075 PERCENT ?OTROfURAZONE JIM PERCENT
FURAZOUDONE . PERCENT 807 CHIORETRACYCX 10.20 GMJTOH
HYGROMYCIN B 12 GM[TON ROXA HE 02-.75 PERCENT
NITROFURAZOHE .0056 PERCENT FURAZOUDONE PERCENT

80027 CHLORTETRACYCLINE 100 GM/TON HITRORWAZONE .056 PERCEHT
OXYTETRACYCLIE 100 GMITOH 00 CHORTETRACYCULE 1050 GJ'ON

110M CHLORTETRACYCINE - 100 GM/TON ROXARSOHE .2S-0075 PERCENT
ARSAHIUC ACID 05-.01 PERCENT RURAZOUDONE PER(EHT

0 OXYtETRACYCUNE 100 GM/TON 8009 CHORTETRACYCE 50.100 GMITON
802 CHLORTETRACYCLINE 100 GM/TON - ROXARSOXE X.25-07S PERCENT

SODIUM ARSANILATE- .005-.01 PERCENT TURAZOUDONE PERCENT
OXYTETRACYCUNE 100 GMTON 280 OWRTETRACLNE 1050 GATCH

80030 CHLORTETRACYCINE 100 GM/TON PHENOTAZmE .3-1.0 PRI
ROXARSONE .0725-.0075 PERCENT 00104 FURAZOUDONI E . PERCENT
OXYTETRACYCUNE 100 GM/TOH HYGROM/ON B 12GhJ'TC

80029 CHLORTETRACYCLUNE 100 GM/TON SIREPTIOYCIN 10.50 GM/TON
SODIUM ARSANILATE -005-.01 PERCENT 0179 PURAZOUDONE .011 PERCENT
OXYTETRACYCLIHE 100 GM/TOH OXYTETRACYCUE 50 GY4T0H

80030 CHIORTETRACYCUNE I00 GMON r2 HYGROMYCIH 8 12 GM/TON
ROXARSONE' .0025-J0015 PERCENT OXYTETR.ACYCIUNE 50 GM/TON MA3O.'WM
OXYTETRACYUNE 100GMITON 80 OXYTETRACYINE 10,50GM/TON

80127 CLORTETRACYCUNE 1-50 GM/TON PIPULE .6 PERCENT
ROXARSONE .0025-.0075 PERCENT 0044 OXYTEIRACYCUNE 0so G.lEON
FURAZOUDONE .08 PERCENT PEFSX ,
HYGROMYCIN B 12 GM TON 6 PICILLIN 10-50GMITON
NFtROFURAZOHE .0056 PERCENT PIPERAZIE .4 PERCDET

80190 CHLORTETRACYINE 10-50 GM/TON e7 PENIJH PLUS
- JPIPERAZINE DIHYDROCLO DE .18-32 PERCENT STREPTOMYCIN 1050 GMITON COMB.

80191 - CHLORTETRACYCLNE 10.50GM/TON KPERAZNE .1-A PEROT

__" OJODO&A "M _ __ _ __

4590 GM/TON COMB.
0 PERCENT

12GM/ION

90-270 GM TON COMB.
.0053 PERCENT
12GWJTON
10-50 GMITON
.0025..0075 PERCENT
.00083 PERCENT
12 GMITON
.0056 PERCENT

45-90 G&VTON COMYB.
.005-.01 PERCENT
12 GMfTOH

45-90 GM/TOH CO11B.
.0025-.0075 PERCENT
12 GM/TON

45-90 GVTON COMB3.
.0025-.0075 PERCENT
.O3 rERCENT
12 GMITON
.0056 PERCENT

90-270 GAVTON COMB.
.005-01 PERCENT
12 GM/TOH

90-270 GM.ITON COMB.
.005-.01 PERCENT
12 GM/TON

90-270 GM/TON COM.B.
.0025-.0075 PERCENT
.0D003 PERCENT
12 GM/TON
.0056 PERCENT

PENICILLN PLUS5

ROXARSOXE
PURAZOUDONE

RM(ARSONE
PURAZOUDONE
HYGROMYCtN 5
RM(ARSONE
FURAZOUIDONE
NYGROMYCIN 8
Hl=,0URA2OhE
ROX&SOHE

PEPSIN
FOCARSONE
FURAZOUDOHIE
HYGRMY1N B
OXYTRACYaUNZ
ITROPIRAZONE
RmXAMSNIE
FURAZOUDONE
HYGRO.MYOI B
OXYTETRACYCLUN
kIROFURAZONE
RaYARSONE
PURAZOUDONE
TYGRMYCN B
GMYETRACYLINUU
wIOURA5OIZ
ROWRE
PURAZOUIDONE
N'rGRO N B
HITRORMAZOE
STREPTOMYCII
ROXARSONE
SO0I21/A ARSA.NILATE
EURAZOUDONE
OXYIETRAICCUNI
SODIIUIMARSA,1IATE
WOflETRACYCLINE

90270 GMTON COMB
.CW5-£075PERCENT

PERCENT
12 GM TON
.M2.0075 PERCENT

SPERCENT
120MTOH
.025-.075 PERCENT
.OOIPERCENT
12 GM/T0N
£056 PERCENT
.£05.01 PERCENT
150 Gm/TO

.002-.007S PERCENT
Jm PERCNT -
12 0/,/TON
50 G&UTC MAWXAIM
.0056 PERCDE
.502SX.075 PERCENT
. PERCENT
120W/TON
50-15 GM/TON
£056PERCENT
.0025-7S PERCENT
£0 -0 PERCENT
129.4/TON
500 G.4TON
1M PERCENT
45.07S PERCENT

£~0PERCENT
12 GRlEON
£866 PERCENT

25-=0S PERCENT
.WDS-.011 PERCENT
.011 PERCET
100 GM/TON
£06fl PERCENT
150GW14,70.1
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PENICILLIN PLUS
STREPTOMYCIN
RJRAZOUDONE
HYGROMYCIN B
PENICILN PLUS
STREPTOMYCIN
FURAZOU DONE
HYGROMYCIN B
PENICILLN
ROXARSONE -

FURAZOUDONE
HYGROMYCIN B .
NITROFURAZONE
PENIOLN PLU;
STREPTOMYCIN
ARSANIUC ACID
HYGROMYCIN B
PENICILLIN PLUS
STREPTOMYCIN
ROXARSONE
HYGROMYCIN B
PENICILLIN PLUS
STREPTOMYCIN -
ROXARSONE
FURAZOUDONE
HYGROMYCIN B
NITROFURAZONE
PENICILN PLUS
STRETOMYCIN
ARSANIIUC ACID
HYGROMWCIN B
PENICILWN PLUS.
STREPTOMYCIN
SODIUM ARSANILATE
HYGROMYCIN B
PENICOILN PLUS
STREPTOMYCIN
ROXARSONE
FURAZOU DONE
HYGROMYCIN B
NITROFURAZONE

80138

80139

80141



RULES AND REGULATIONS

NITROFURAZONE
SODIUM ARSANILATE
OXYTETRACYCUNE
PEPSIN
SODIUM ARSANILATE
NYGROMYCIN B
OXYTETRACYCUNE

DOSAGE

.0056 PERCENT

.005-.01 PERCENT
150 GM/TON

.005-.01 PERCENT
12 GM/TON
500 GMTON

IDENTIF-
oATIom

III

84343

84410

84424

84431

84581

84618

85077

84038

84069

84070

84071

ACETYLAMINO-NITROTILAZOLE.
STREPTOMYCIN
AM ROUUM
MANGANESE BACITRACIN PLUS
PENICILLIN
AMPROUUM
STREPTOMYCIN
AMPROUUM
PENICILWN PLUS
STREPTOMYCIN
AMPROUUM
BACITRACIN
AMPROLIUM
BACITRACIN PLUS
PENICILLN
ARSANIUC ACID
BACITRACIN MEINME

DISALICYLATE PLUS
PENICIULN
ARSANIIUC ACID
BACITRACIN -
ACETYLAMINO-NITROTHIAZOLE.
ARSANILIC ACID
BACITRACIN PLUS
PENICILLN
ARSANIUC ACID
BACITRACIN PLUS
PENICILLIN
ARSANIIC ACID
BACITRACIN PLUS

.015 PERCENT
30-50 M/TON
.0125-.025 PERCENT

3A-50 GM/TON COMB.
.0125-.025 PERCENT
30-50 GM/TON
.0125-.025 PERCENT

14.450 GMTON COMB.
.0125-.025 PERCENT
4-50 GM/TON
.0125-.025 PERCENT

3A-50 GM/TON COMB.
.005-.010 PERCENT

50-100 GM/TON COMB.
.005010 PERCENT
4-50 GM/TON
.015 PERCENT
.005-.010 PERCENT

100-500 GM/TON COMB.
.005-.010 PERCENT

3.6-50 GM/TON COMB.
.005-.010 PERCENT

DRUG

80046
PENICILLN
ARSANIUC ACID
AMINO NITROTHIAZOLE
OXYTETRACYCUNE
ARSANIUC ACID
BACITRACIN METHYLENE

DISAUCYLATE PLUS
PENICILLIN
ARSANIUC ACID
BACITRACIN METHYLENE

DISAU CYLATE PLUS
PENICILLIN
ACETYLAYJNO-NITROTHIAZOLE
ARSANIUC ACID
BACITRACIN METHYNE

DISALICYLATE PLUS
PENICILLN
ACETYLAMINO-NITROTHIAZOLE
ARSANIUC ACID
BACITRACIN METHYLENE

DISALICYLATE
ACETYLAMINO-NITROTHNIZOLE
ARSANIUC ACID
ZINC BACITRACIN PLUS
PENICILLIN
ARSANIUC ACID
ZINC BACITRACIN PLUS
PENICILLIN
ACETYLAMI NO-NITROTMIAZOLE
ARSANIUC ACID
ZINC BACITRACIN PLUS
PENICILLIN
ACETYLAMI NO.-NITROTHIAZOLE
BACITRACIN
ACETIYLAMINO-NITROTHIAZOLE
BAOTRACIN
NYSTATIN
BACITRACIN PLUS
PENICILLIN
HYSTATIN
BACITRACIN

~1 1 1! -T 1-
DRUG

NYSTATIN
BACITRACIN PLUS
PENICILLIN
NYSTATIN
BACITRACIN PLUS
PENICILLIN
ACETYLAMINO-NITROTHIAZOLE
MANGANESE BACITRACIN
NYSTATIN
MANGANESE BACITRACIN PLUS
PENICILLN
NYSTATIN
MANGANESE BACITRACIN
NYSTATIN
MANGANESE BACITRACIN PLUS
PENICILLN
HYSTATIN
BACITRACIN METHYLENE

DISAUICYLATE PLUS
PENICIWN
NYSTATIN
BACITRACIN METHYLENE

0ISAUCYLATE
NYSTATIN '
BACITRACIN METHYLENE

DISALICYIATE PLUS
PENICILLIN
BACITRACIN METHYLENE

DISAUCYIATE
NYSTATIN
BACITRACIN METHYLENE
- DISALICYLATE PLUS
PENICILLIN
ACETYLAMINO-NITROTHIAZOLE
BACITRACIN METHYLENE

DISAUCYLATE PLUS
PENICILLIN
ACEIYLAMINO-NITROTHIAZOLE
BACITRACIN METHYLENE

DISALICYI.ATE
ACETYLAMINO-NITROTHIAZOLE

DOSAGE

1003GM/TON

3.6-50 GM/TON COMB.
100GM/TON

3.6-50 GM/TON COMB.
.015 PERCENT
4-50 GM/TON
50 GM/TON

3.6-50 GM/TON COMB.
50 GM/TON
4-50 GMITON
100 GM/TON

3.6-50 GM/TON COMB.
100GM/TON

3.6-50 GM/TON COMB.
5OG/TON
4-50 GhVTON

50 G1/TON

3.6-50 MON COMB.
4.50 GM/TON

1003G/TON

3.650 GM/TON COMB.
.015 PERCENT

3.6-50 GM/TONi COMB.
.05 PERCENT
4-50GMTON

.05 PERCENT

IDENTITI-
CATION

84616

84617

84744

84746

85073

84388

84400

84465

84782

84191

84534

ZINC BACITRACIN PLUS,
PENICILLIN
NYSTATIN
ZINC BACITRACIN PLUS
PENICILLIN
NYSTATIN
ZINC BACITRACIN
NYSTATIN

INC BACITRACIN PLUS
PENICILLIN
ACETYLAMINO-NITROTHIAZOLE
ZINC BACITRACIN PLUS
PENICILLIN
ACE'I.AMINO-NTROTHIAZOLE
BUTYNORATE
PHENOTHIAZINE
PIPERAZINE SULFATE
BACITRACIN MET YLNE

DISAUCYLATE
BUTYNORATE
PHENOTHIAZINE
PIPERAZINE SULFATE
BACETRACIN METHYIENE

DISALICYLATE PLUS
PENICILLIN
BUIYNORATE
ZINC BACITRACIN PLUS
PENICILLIN
DINITRODIP

ENYLSULFONYLETKNIENE
DIAMINE

SULFANITRAN
BUTYNORATE
PHENOTHIAZINE
PIPERAZINE SULFATE
ZINC BACITRACIN PLUS
PENICILLIN
CHLORTETRACYCLINE
ACErTIAMN O-NTROTHIAZOLE
CHLORTETRACYCLINE
NYSTATIN

36.50 GM/ITON COMB.
50 GM/TON

3.6-50 M/TON COMB.
I0GM/TOII
4-50 GM ON
10OGM/TOII

3.6-50 MTON COMB.
.05 PERCENT

3.6-50 GM/ON COMB.
.015 PERCENT
.07 PERCENT
29 PERCENT
.12 PERCENT
4-50 GMVTO.

.07 PERCENT

.29 PERCENT

.12 PERCENT

3.650 GWON COMB.
.02 PERCENT

3.6-50 CM/TON COMB.
.02 PERCENT

.03 PERCENT

.07 PERCENT
.29 PERCENT
.12 PERCENT

3.6-50 CM/TON COMB.
10650 GM/TON
.OISPERCENr
10-50 G /TON
50 GM /TON
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13974

IDNTIFI
CATION

SPECIES: TURKEY JUNSPECIFIED

50.100 GM/TON COMB.
.005-.01 PEICENT
.05-10 PERCENT
200 OM/IOI
.005-.01 PECENT

100-20D GMITON COMB.
.005.01 PERCENT

3.6-.50 GM/TON COMB.
.01S PERCENT
.005-.01 PERCENT

3.6-50 GM/TON COMB.
.05 PERCENT
.005-.01 PERCENT
4-50 GM/T0

.05 PERCENT

.05..01 PERCENT

3.6-50 GAON COMB.
.005..01 PERCENT

3.6-50 GM/ ON COMB.
.015 PERCENT
.005-.010 PERCENT.

3650 cMTON COMB.
.05 PERCENT
4-50 GM/TtO
.015 PERCENT
4.50 GMVTOt
50 GM/TON

36-50 GM/TON COMB.
50GM/TON
450 GMITOI

84185

84174

84213

84214

84215

84216

84039

IDENTa-
CATION

84072

84193

84175

84176

84177

84178

84406

84407

84408

84409

85105

85107

85108
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CATION CAT= COO CACit4

84535 CHLORTETRACYCUNE 10-50 GM/TON FURAZOUDON .022 PERCENT
NYSTATIN 100 GMVTON ,ACITRACIN 450 GMTON

85139 CHLORTETRACYaCNE 10-50 G1MTON 85209 C S.ETTROL O. CETATE I023-M. PERCENT
ACETYLA AINO-NITROTHIAZOLE .10 PERCENT FURAZ UO 02 PERCENT

84496 DIENESTROL DIACETATE .0323-.007 PERCENT BACITRACIH PLUS
FUPAZOUDONE .003 PERCENT PEN.C.UN 3.6-50 G-T0o, Com.
BACITRACIN. 4.50 GM/TOH 85210 .ZEMSTROL OIACETATE 3-.7 PERCENT

84522 OIENESTROL DIACETATE .0023-.07 PERCENT f uRAZOOh .02PERCENT
CNLORTETRACYCIUNE 10-50 G,/TON UOWRITEW.ACYCWL 10-50 G./N

84523 DIEFESTROL DIACETATE .0023-.7 PERCENT 85211 D0ETSIROt. OlACETATE 03.= PERCENT
CHLORTETRACYCUNE 50-iOD GMITON FURAZOUDOhE .022 PERCENT

84524 DIENESTROL DIACETATE .0023-.007 PERCENT PE1CCMJN 2.450 GWITO
CHLORTETRACYCUNE 100-200 GMTON 85212 DI-ESTRU DLACETATE ,M3-,7 PERCENT

85134 DIENESTROLDIACETATE .0023-.007 PERCENT FURAZOUDOE X PERCENT
FURAZOUDOHE .O83 PERCENT PE lCC"UN PLUS '
BACITRACIN PLUS STRPT0,,C. 14.450 G.M"TN CO3.
PENCIWN 3.6-50 GM/TON COMB. 85213 DES YRL I ACETATE 023-=7 PERCENT

85135 DIENESTROL DIACETATE .M023-.07 PERCENT RAZOUOONE J055 PERCENT
FURAZOUDONE OOOM PERCENT BACITRA.N 450 GW.VTN
CHLORTETRACYCLINE - 10-50 GMTON 85215 O ENESTR. ErACETATE a)23.= PERCENT

85136 DIENESTROL DIACETATE .0023-.007 PERCENT RMAZOU NE 40S PERCENT
FURAZOUDONE .0033 PERCENT CHWRTETRACYOCUE 10-50 GMON
PENICIWN - 2.4-50 GM/TON 85216 0.ETROL CACETATE 2.C3-7 PERCENT

85203 DIENESTROL DIACETATE .023-.007 PERCENT RRAZOLDOE £5 PERCENT
RURAZOODONE .011 PERCENT P POCC.IN 2A50 GMFO
BACITRACIN 4-50 GM/TON 65217 .ESIROL OLACETATE .03-07 PERCENT

85204 DIENESTROL DIACETATE .0323-.07 PERCENT PXAZOUOE £ PERCENT
RURAZOUDONE .011 PERCENT PEOCLIHW PLUS
BACITRACIN PLUS STREPTOhYCIN '14.4-50 GW/TON CO .
PENICIWN 3.6-50 G.TOH COMB. 8413 UZOUVONE PERCENT

85205 DIENESTROL DIACETATE .023-.O07 PERCENT BACTIRAON I rH'ENE 50.10) GM/'TO
FURAZOUDONE .011 PERCENT OISAUCYLATE
CHLORTETRACYCUINE 10-50 GM/TON 8442 RAZOUONE PERCENT

85206 DIEKESTROL DIACETATE .0023-.M7 PERCENT BACITRACIH 4.50 GM,/TN
PURAZOUDONE - .011 PERCENT AIEAYO.I,.LAWIMR ,A."E .01S PERCENT
PENICIWH 4-50 G&TON 8.437 FURAZOUDONE PERCENT

85207 DIENESTROL DIACETATE .0023-.07 PERCENT BACnTRACN ICOSW GM'TON
FURAZOUDONE .011 PERCENT 84169 IRA.ZOUDONE PERCENT
PE OWN PLUS BACTTRACW PUS
STREPTOMYCIN 14.450"GMTON COMB. PmCOUN 50-10) GMC T COA8.

85SW DIENESTROL DIACETATE .23.0W7 PEBCENT 844 RAMZ0O.UIE PERCENT

-DOAG I E IS __
OXYTETRACYCUNE
FURAZOUDONE
OXYTETRACYCUJNE
FURAZOU DONE
BACFITRACIN METHYLENE

DISACYiATE PLUS
PENIOIWN
RJRAZOUDONE
BACITRACIH METIYLENE

DtSAUCYLATE
RJRAZOUDONE
BACITRACIH MMIYLENE

DISAUCYLATE PLUS
PENCIWUN
ACE6,IAMIO-NITROTH AZOLE
PURAZOUDONE

BAtTRACIN METIHYLENE
DISAUCYI.ATE

FURAZOUDONE
BAJCTRACIN METIIYLEN

DISAUCYLATE PLUS
PEICILN
FUPRAZOUDONE
CHLORTETRACYCIHE PLUS
OXYTETRACYCUNE
FURAZOUDONE
CKLORTETRACYCUNE
RURAZOUDONE
CNLORTETRACYCUNE PLUS
OXYTETRACYCUNE
FURAZOUDONE
BACITRACIN
FURAZOUDONE
BAaTRACIN PLUS
PENICILUN
RURAZOUDONE
CHLORTETRACYCUNE
FURAZOUDONE
PENICIWN
FPURAZOUDONE
ZINC BACITRACIN PLUS

50 GMTON.o.o, ' PERCENT

PERCENT

1O-200 GM/TON COMB.
.003 PERCENT
i-20 GM/TON

3 PERCENT

3.6-50 GM/TON COY3.
.015 PERCENT
.O4=3 PERCENT
4-50 GMTON

.I03 PERCENT

3.6-50 GM TON COMB.
.oo3 PERCENT

50 GWTON COMB.
.0O3 PERCENT
100 GM/TON
.00083 PERCENT

100 GM/TON COMB.
.0003 PERCENT
4-50 GTON
.00083 PERCENT

3.6-50 GM/TON COMB.
.o/ PERCENT
10-50 GMTON.
.0W3 PERCENT
2.4-50 GMA0 X

X0I I3 PEPCENT

622

POOCILUH
FURAZOUDONE
ZIC BACITRACIN PLUS
PENICtt.N

ACEiY1W044ROtIAZCE
FURA20UDO"E
ZNC LBAITRPAC
FURAZOUnOT
21NC MOACI PLUS

ACEMYINO411TROI14!AMOE
URJAZOUDOIE

ZINC 0.AcIRACIN
FURAZOUDONE
PDCCWN
PURAZOUCOE
COWRIETRACVJDE
FURAZOUMME
OtLWRTEI2.ACYCUME PLUS
OXYfErRAcyaUNz
FURAZIMMONE
BACITRACIH PUS
PECCUWN
RIR.AZOUOONt
BACITRACIN PLUS
PENTCwN

111RAZOUDONEPEWNII PIS

BACI'RACIN P,/S

PEnUGcx

P0Cc/U/N

FIPNDONE
BACITIZACN PLUS14W

DISAUCYIATE PLUS
PocctI.U
NTTABONE

3.650GM/TON COM.
SPERCENT

3.6-50 GWTON COM&
.015 PERCENT
OM PERCENT

4.50 GMTON
.233 PERCENT

3.6.50 UN'0N COM3.
£5 PERCENT
. PERCENT
100 GM/TON
.3 PERCENTtoo GM/TON

.083 PERCENT
201 GMJTON

£83PERCENT

SW G&/TON COM3.
. PERCENT

3.6 0 GMATON COMB.
£055 PERCENT

3.-50 GMT0N COY&.
.5 PERCENT

SPERCENT

14.450 G.WTON CO/
J015-45 PERCENT

SPERCENT

ICO-500 GM/TON COMB.
.011 PERCENT

3.6.0 GM/rTO COMB.
.01875 PERCENT

FEDERAL REGISTER, VOL. 40, NO. 60-THURSDAY, MARCH 27, 1975



RULES AND REGULATIONS

IDEHTllt- DRGDSG DENTIRl-
DRUG DOSAGE CATO DRUG DOSAGE

ZINC BACITRACIN PLUS STREPTOMYCIN 14.4SO G TON COMB.
PENICILLIN 3.6-50 GM/TON COMB. 84007 NITROFURAZONE .0056 PERCENT

84049 NITHIAZIDE .0125-.04 PERCENT FURAZOLIDONE .00003 PERCENT
BACITRACIN 4-50 GM[TON BACITRACIN ,EfTHYLENE

84050 NITHIAZIDE .0125-.04 PERCENT DISALICYLATE PLUS
BACITRACILN PLUS PENICILLIN 50-100 GM/TON COMB.
PENICIIN 3.6.50 GM/TON COMB. P,4014 NITROFURAZONE .0056 PERCENT

84257 NITHIAZIDE .0125-.04 PERCENT FURAZOLIDONE .00003 PERCENT
OXYTETRACYCLINE 50GM/TON BACITRACIN METHYIENE 50.100 G?.i/ON

84258 NITHIAZIDE .0125-.04 PERCENT DISACYLATE
PENICIWN 24-50 GM/TON NDISAUCYLATE

84440 NITHIAZIDE .0125-.04 PERCENT NITROFURAZONE .0056 PERCENT
BACITRACIN METHYLENE SULFAQUINOXALINE .01-.02 PERCENT

DISAUCYLATE PLUS FURAZOLIDONE .0003 PERCENT
PENICILLIN 3.6-50 GMTON COMB. BACITRACIN 4-50 GMTON

84445 NITHIAZIDE .0125-.04 PERCENT 2,4OAMINO-5.(PARA- .03-.006 PERCENT
BACITRACIN METHYIENE 4-50 GM/TON CHLOROPHENY.)6-ETRYL

DISALICYLATE PYRIMIDINE
84514 NITHIAZIDE .0125-.04 PERCENT 84058 NITROFURAZONE .0056 PERCENT

FURAZOUDONE .00083 PERCENT ROXARSONE .0025-.005 PERCENT
BACITRACIN 4-50 GMTON SULFAQUINOXALINE .01-.02 PERCENT

84533 NITHIAZIDE .0125-.04 PERCENT FURAZOUDONE .00 3 PERCENT
CHLORTETRACYCLINE 10-50 GM/TON BACITRACIN 4-50 M/TON

84628 NITHIAZIDE ' .0125-.04 PERCENT 24-DIAMINO-5.(PARA- .003.,006 PERCENT
ZINC BACITRACIN PLUS CHLOROPHENYL)&ETnYL
PENICILLIN 3.6-50 GM/TON COMB. PYRIMIDINE

84738 NITHIAZIDE .0125-.04 PERCENT 84064 NITROFURAZONE '.0056 PERCENT
ZINC BACITRACIN 4-50 GM/TON SULFAQUINOXALINE .01-.02 PERCENT

85125 NITHIAZIOE .0125-.04 PERCENT SURAZOLIDONE .0003 PERCENT

FURAZOUDONE .00083 PERCENT ACRAIN PLUS

BACITRACIN PLUS BACIRACIN PLUS
PENICILLIN 3.6-50 GM/TON COMB. PENICILLN 3.6S . C0 TON COPE .CE

85126 NITHIAZIDE .0125..04 PERCENT 2.4-DLAMIN0.5.(PARA- .003-.006 PERCENT
FURAZOUDONE .0003 PERCENT CHLOROPH ENYL)-6.ETHYL
CHLORTETRACYCUNE 10-50 GM/TON PYRIMdDINE

85127 NITHIAZIDE * .0125-.04 PERCENT 84056 NITROFURAZONE .0056 PERCENT
FURAZOUDONE .0003 PERCENT ROXARSONE .0025..005 PERCENT
PENICILLIN 10-.50 GM/TON SULFAQUINOXALINE .01..02 PERCENT

85128 NITHIAZIDE .0125..04 PERCENT FURAZOLIDONE .00083 PERCENT
FURAZOUDONE .00083 PERCENT BACITRACIN PLUS
PENICILLIN PLUS PENICILUN 3.-50 GVTON COMB.

DNIIFI- DRUG DOSAGE f I DRUG DOSAGECATMOH _________ jCAIM __________

2.4-DIAWINO-5-(PARA-,
CHLOROPHENYL)- L
PYRIMIDINE

NITROPURAZONE
FURAZOU DONE
BACITRACIN
NITRORURAZONE
FURAZOU DONE
BACITRACIN PLUS
PENICILLIN
NITROFURAZONE
BACITRACIN PLUS
PENICILUN
NITROFURAZONE
BACITRACIN PLUS
PENICILLIN
NITROFURAZONE
FU RAZOU DONE
BACITRACIN
NITROFURAZONE
FURAZOUDONE
BACITRACIN PLUS
PENICILLIN
NITROFURAZONE
FURAZOUDONE
BACITRACIN
NITROFURAZONE
FURAZOUDONE
BACITRACIN
NITROFURAZONE
FURAZOUDONE
CHLORTETRACYCUNE
NITROFURAZONE
FURAZOU DONE
CHLORTETRACYCLINE PLUS
OXYTETRACYCUNE
NITROFURAZONE
FURAZOU DONE
CHLORTETRACYCLINE
NITROFURAZONE

.003-.006 PERCENT

.0056 PERCENT

.00083 PERCENT
100500 GM/TON
.0056 PERCENT
.00063 PERCENT

10-500 GM/TON COMB.
.0056 PERCENT

3.6-50 GM/TON COMB.
.00112 PERCENT

3.6-50 GM/TON COMB.
.0056 PERCENT
.00083 PERCENT
4-50 Gh TON
.0056 PERCENT
.00083 PERCENT

3.6-50 GM/TON COMB.
.0056 PERCENT
.0003 PERCENT
450 GM/ITON
.0056 PERCENT
.00083 PERCENT
50-100 GM/TON
.0056 PERCENT
.06083 PERCENT
50 GMTON
.0056 PERCENT
.00083 PERCENT

50 GM/TON CO MB.
.0056 PERCENT
.00033 PERCENT
100 GM/TON
.0056 PERCENT

FURAZOLIDONE
OXYTETRACYCU NE
NITROFURAZONE
FURAZOLIDONE
CHLORTETRACYCLINE PLUS
OXYTETRACYCUNE
NITROFURAZONE
FURAZOLIDONE
PENICILLIN PLUS
STREPTOMYCIN
NITROFURAZONE
FURAZOLIDONE
OXYTETRACYCLINE
NITROFURAZONE
FURAZOLIDONE
CHLORTETRACYCLINE PLUS
OXYTETRACYCLINE
NITROFURAZONE
FURAZOLIDONE
ZINC BACITRACIN
NITROFURAZONE
FURAZOUDONE
BACITRACIN
NITROFURAZONE
FURAZOLIDONE
BACITRACIN METHYI.ENE

DISALICYLATE
NITROFURAZONE
FURAZOLIDONE
PENICILLIN
NITROFURAZONE
FURAZOU DONE
ZINC BACITRACIN PLUS
PENICILLIN
NITROFURAZONE
FURAZOLIDONE
BACITRACIN PLUS
PENICILLIN
NITROFURAZONS
FURAZOLIDONE
AMINO NI'ROTHIAZOLE

.06063 PERCENT
100 GM/TON
.0056 PERCENT
.C03 PERCENT

100 GM/ION COIB.
.0056 PERCENT
.C 3 PERCENT

901 M0 /TON COM,.
.0056 PERCENT
.00063 PERCENT
200 GMION
.0056 PERCENT
.O003 PERCENT

200 GM/1 ON COMB,
.0056 PERCENT
.06063 PERCENT
100 GMV/ON
.0056 PERCENT
.C003 PERCENT
100 GVION
.0056 PERCENT
.00063 PERCENT
100 Gf.VON

.0056 PERCENT

.00063 PERCENT
100 GMA iN
.0056 PERCENT
.06063 PERCENT

100 GM TON COMB.
.0056 PERCENT
.00003 PERCENT

100 GM TON COMB.
.0056 PERCENT
.00063 PERCENT
.05-1 PERCENT
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13976

84088

84094

84112

84113

84114

84116

84159

84164

84230

84232

84234

84235
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IDEnTIF- DR O EMori'. V"IS
CATION ECATOI

OXYTETrAcyCLINE 2OWMO BACITPJ.C METK1MD48
84296' NTROFURAZONE .006 m ECENT OISAUCY.ATE PLUS

SULFAQUINOXAIINE .075 PERCENT PENICIUN 3.&-50 GM.VTON COMB.
URAZOUDOE ,3O PERCENT ACETYAYN.INO4ITROTHIAZIM .015 PERCENT

OXYTETRACYCUXE 50 GMrON 8416 HITROfURAZO:E £65S PERCENT
2.4-DLMNO-5.(PARlA- .75 PERCENT ROARSOHE .X12.rc5 PERCENT

CHLOROPHENA.)-T . FURAZOOONE PECENT
PRIW.DINE' UCITACINMETHYIIHE

84298 NITROFURAZDNE .0056 PERCENT OZSACYLATE PLUS
ROXARSONE M5-.=5 PEREHT PDCCILN 3.6-50 GMTONl C0,B.
SULFAQUI OXAUNE .07S PERCENT ACEA'MNO, 44TROTHAZME .015 PERCENT
FURAZOUDONE .0WW8 PERCENT 84439 ITTOIAZOE4E 4M5 PERCENT
OXYTETRACYCULNE. 50 GM/TON RIRAZOUDONE PERCENT- 24-DMINO-5-(PARA, .00075 PERCENT PECCIH PLUS

O4LOROPHEJM)-6.TY STPOMYClH 14450 GM/TON COMB.
PYRUJDINE 84551 RIUAZONE £056 PERCENT

84322 NITRORURAZONE .0056 PERCENT FURAZOUDONE PERCENT
NiTitRoPEiDE .05 PERCENT O{LORTETRAcyaQNE 105 M /MTON
FURAZOU DONE .0TO63 PERCENT St=5 ITROFURAZONE xm5 PERCENTr

- OXYTTRACYCUNE 2W0 GM/TON IVRAZIDUOONE .~PERCENT
844 NITROURAZONE .056 PERCENT CIORTETRACYCUE 50-100 GM'TOR

FURA7ZOUDONE .008 PERCENT 84553 IOTROI1URAZOAE .£056 PERCENT
RJRAZOUDONE OMM08 PERCENT 8,45$ HIMRM ,% 05 M
BAZTRACIN METHYLENE FI/RAMZOUDOHE PERCENT

DISAUCYLATE PLUS CHROEIRACYCLJ E IW200 GWTON
PEIOLWH 10-2W0 GT OH COM. 84593 HITROFURA.ZNE .0112 PERCENT

84354 N'tRORJRAZONE .0056 PERCENT ZINC ACMACN PELUS
FURAZOUDONE' .00083 PERCENT PmIaCwflIJ 1.6.50 G/ON COM.
BACFTRACIN METHYLENE - 10-2WMTON 84594 HITRO/URAZONE .0056 PERCENT

DISAUCYLATE FUPRAZOUDONE .O PERCENT
84365 NITROFURAZONE .0056 PERCENT ZINC PAITRACDI I

RRAZOUDONE .03 PERCENT PDCCLIN 3.&50 GY/T0H COMB.
BACITRACIN METYLENE 4-50 G/TON 84623 iTRORIAZONE 006 PERCENT

DISAICY.ATE -IRALUIDONE .C PERCENT
84375 NiTRORIRAZONE W56 PERCENT . ZINC BACITRACI PUS

RRAZOUDONE - . 3 PERCENT PECCIUJ 3.6-50 GMTON Coma.
BAcITACIN mrHYLENE ACETYULAYNO-10THITAZOUE .0ISPERCET

DISAUCYLATE PLUS 84 hITRURAZONE £0 PERCENT- PENICIWN 3.6- GM/TON COMB. FURAZOUDONE . PERCENT
84414 NTRORFRAZONE 56 PERCENT ACEIY 04RMOThAZOE 5 PERCENT

RRAZOUDONE . 3 PERCENT STRE0MBCEN 30-50 G,/TC

CAIONT- U

NITROMURAZONE
ROXARSONE
FURAZOU DONE
ACETYLAMIO-NITOTHIAZO.E
STREPTOMYCIN
NITROMIRAZONE
BACITJRACIN m, ETYLENE

DISAUCYLATE PLUS
PENICIWH
NITMFURAZONE
BACITRACIN METYLENE

DISAUCYLATE PLUS
PEN IOWN
NITROFURAZOHE
FURAZOUDONE
BACITRACIN METNYLENE

DISAUCYLATE-
NITROURAZONE
FURAZOUDONE
ZINC BACITRACIN
NTfROFURAZONE
ZI11C BACITRACIN PLUS
PENICILWH
NITROFURAZOHE
ZINC BACITRACIN PLUS
PERICIWIN
NITROFURAZONE
SULFAQUINOXAUNE
FURAZOUDONE
BACITRACIN PLUS
PENICIWN
2.4-DIAM NO--(PARA-

CHLOROPHEYn)-EN
PYRIM DINE

HNITROPHENIDE
BAITRACIN
NITROPHENIDE
ROXARSOHE
UR.AZOLIDOHE

OXYTETRACYCUHE
NITROPHERIDE

MO56 PERCENT
.0025.5= PERCENT
.0083 PERCENT
.OS PERCENT
30-0 GM/TON
.056 PERCENT

3.650 GM/TON CO.B.
.0112 PERCENT

3.6-50 GMTON COMB.
.0056 PERCENT
.00083 PERCENT
4-S0 GMTON

.OO56 PERCENT

.00083 PERCENT
4-5d GMITON
.0125-M PERCENT

3.6-50 GMTON COMB.
.0112 PERCENT

3A6-50 GM/TON CMB.
.006 PERCENT
.075 PERCENT -
A83 PERCENT

100-500 GMTON
4W75 PERCENT

.0125..M02 PERCENT
4-50 GM TON
.0125-.0S PERCENT
.O025-.O5 PERCENT
.00083 PERCENT
200.GMr/ON
.0125-M PERCENT

AMINO NITROENLAZOLE

OXYTETRACYCUNE

BACITRACIN METNYUE
DISAUCYLATE

IROPHERIDE
BACITRAEIN METHYLENE

O ISAUCYLATE PLUS
PEH:CLUH

TROPHEKIDE
B ACITRA PETHYLEHIE

DISAJJCYIATE PLUS
PES:UcRUN

PEwCC.,UN

HIMPOFHEMDE

NITEOPHEMDE

PEICCIWN L

HTPHODE

ZINC BAcITRACNLUS

NYrSTATIH

P0C£ttUN

HSTREN0DE

"IO TH U .. a
nEATRAO I LUS

PENTO.HO E

ZAIC ACITRN
NITRNDLDE
BAIC ACITRAI=
PnYSTAtI

HICOTNHE

.O5-.10 PERCEN
200GM/TOH
A025ML PERCENT
450 GMITON

.0125-.SPERCENT

3.6-50 GMTCON CCM.
.05 PAECENT

3.6-50 GM/JT0 COM .
.0125-MS PERCENT
24-50 GMTOH
.0125-,025 PERCENT

14.4-50 G/TOH cOm.
.0125-MS PERCENT

3.5S0 GMVIOH CO.V..

3.6-50 GMTON Ca..
.125-MS PERCENT
450 G/TON
£5 PERCENT
.&50 GmTN0
50-,G C.TO
2.A50 GMTOH
50.-1 G'UOH
31150 GM /TO
.3- PERCENT
4-50 G&TOHC
43-.07 PERCENT
W3~ PERCENT

4.50 GMTON
-.-1 PERCENT

3.-SO CA'TON COMB.
A3,.07 PERCENT
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RULES AND REGULATIONS

IDDMFI. DRUG DOSAGE IDM400ACCATION C.AlT" DRGDO

84129 PHENOTHIAZINE .3-1 PERCENT BACITRACIN METHYLENE 4-50 GM/TON
BACITRACIN PLUS DISALICYLATE
PENICILLIN 3.6-50 GM/TON COMB. 84396 PIPERAZINE OIHYDROCHLORIDE .18-72 PE.CENT

'84377 PHENOTHIAZINE ) .3-1 PERCENT BACITRACIN METHYLENE
BACITRACIN METHYLENE 4-50 GM/TON DISALICYLATE PLUS

DISAUCYLATE I I PENICILLIN 3.6-50 GM/TON COMB.
NICOTINE .03-.07 PERCENT 84568 PIPERAZINE DIHYDROCHLORIDE .18-.72 PERCENT

84378 PHENOTHIAZINE .3-1 PERCENT CHLORTETRACYCUNE 1050 GM/TON
BACITRACIN METHYLENE 4-50 GM/TON 84603 PIPERAZNE DIHYDROCHLORIDE .18.12 PERCENT

DISAUICYLATE ZINC BACITRACIN PLUS
84389 PHENOTHIAZINE .3-1 PERCENT PENICILLIN 3.6-50 GMITON COMB,

BACITRACIN METHYLENE 84790 PIPERAZINE DINYDROCHLORIDE .18-.72 PERCENT
DISAUCYLATE PLUS ZINC BACITRACIN 4-50 GM/TON

PENICIWN 3.6-50 GM/TON COMB. 84138 PIPERAZINE MONOHYDROCHLORIDE .13-.52 PERCENT
NICOTINE .03-.07 PERCENT BACITRACIN 450 GAVTON

84390 PHENOTHIAZINE .31 PERCENT 84387 PIPERAZINE MONOHYDROCHLORIDE .13-.52 PERCENT
BACITRACIN METHYLENE BACITRACIN METHYLENE 450 GM/TON

DISAUCYLATE PLUS DISAUCYLATE
PENICILLIN 3.6-50 GM/TON COMB. 84399 PIPERAZINE MONOHYDROCHLORIDE .13.52 PERCENT

64596 PHENOTHII NE GM/TNC O BACITRACIN METERYLEEN
ZIN TAIE .3PLUPERCE DISAUCYLATE PLUS
ZIHC BACITRACIN PLUS PENICILUN 3.6-50 GM TON COMB,
PENICIWN 3.6-50GM/TON COMB. 84606 PIPERAZINE MONOHYDROCHLORIDE .13-.52 PERCENT
NICOTINE .03-.07 PERCENT ZINC BACVTRACIH PLUS

84597 PHENOTHIAZINE .3-1 PERCENT INC5CIIN U0 O COMB.
ZINC BACITRACIN PLUS PENICIWN3.-0G/OCO.
PICITIN PLUO COMB..84793 PIPERAZINE MONOHYDROCHLORIDE .13-.52 PERCENT
PE4 ICIN 3.6-50GM/TON COMB.. ZINC BACITRACIN 450 GM/ToN

84796 PHENOTHIAZINE .3-1 PERCENT 84126 PPERAZNE PHOSPHATE' ,18-32 PERCENT
ZINC BACITRACIN 450 GM/TON 8412 OHO6R N E PATE

84127 PIPERAZINE .21-.85 PERCENT BACITRACIN 4-50GM/TON
BACITRACIN' 4-50 GM/TON" 84136 PIPERAZINEPHOSPHATE .23-.92 PERCENT

84341 PIPERAZINE .1-.4 PERCENT , "
OXYTETRACYCLINE 10-50 GM/TON BACITRACIN PLUS

84342 PIPERAZINE .1-APERCENT PENICILLN 3.650 GM/TON COMB.
PENICILLIN 24-50 GM/TON 84397 PIPERAZINE PHOSPHATE .23.92 PERCENT

84125 PIPERAZINE DIHYDROCHLORIDE .18-32 PERCENT MONOHYDRATE
BACITRACIN 4-50 GM/TON BACITRACIN METHYLENE

84135 PIPERAZINE OHYDROCHLORIDE .18-32 PERCENT DLSAUCYLATE PLUS
BACITRACIN PLUS PENICILLIN 3.6-50 GMTON COMB.
PENICILLIN 3.6-50 GM/TON COMB. 84569 PIPERAZINE PHOSPHATE .23-92 PERCENT

84334 PIPERAZINE O1HYDROCHLORIDE .18-32 PERCENT MONOHYDRATE

tD(NDFI. f tD114TIfl- * DU

DOSAGE DRUG DOSAGECAINCATION1:

CHLORTETRACYCLINE
PiPERAZINE PHOSPHATE

MONOHYDRATE
ZINC BACITRACIN PLUS
PENICILLN
PIPERAZINE PHOSPHATE

MONOHYDRATE
BACITRACIN METHYLENE

DISALICYIATE
PIPERAZINE PHOSPHATE

MONOHYDRATE
ZINC BACITRACIN
PIPERAZINE SULFATE
BACITRACIN PLUS
PENICIWN
PIPERAZINE SULFATE
BACITRACIN METHYLENE

DISAIICYLATE
PIPERAZINE SULFATE
BACITRACIN METHYLENE

DISALICYIATE PLUS
PENICILLIN
PIPERAZINE SULFATE
CHLORTETRACYCLINE
PIPERAZINE SULFATE
ZINC BACITRACIN PLUS
PENICILLN
PIPERAZINE SULFATE
ZINC BACITRACIN
PENICILLN
ACETYLAMINO-NITROTNitAZOLE
PENICILLIN PLUS
STREPTOMYCIN
ACETYLAMINO-NITROTHIAZOLE
PENICIWN PLUS
STREPTOMYCIN
ACETYLAYINO-NITROTIIiAZOLE
RESERPINE
BACITRACIN
REERPINE
MANGA.NESE BACITRACIN

10-50 GMITON
.23-.92 PERCENT

3.6-50 GMTON COMB.
.23-.92 PERCENT

4-50 GM/TON

.23-.92 PERCENT

4-50 GM/TON
.21-.85 PERCENT

3.6-50 GM/TON COMB.
.21-.85J'ERCENT
450G/VTON -

.21,85 PERCENT

3.6-50 GM/TON COMB.
.21-.85 PERCENT
10-50 GM/TON
.21-.85 PERCENT

3.6-50 GM/TON COMB.
21-.85 PERCENT
4-50 GM/ TON
2.4-50 GM/TON
.015 PERCENT

14.4.50GM/TON COMB.
.015 PERCENT

144-50 GM/TON COMB.
.05 PERCENT
.0001 PERCENT
4-.50 GM/TON
.0001 PERCENT
4-50 GM/TON

84181

84481

84535

84537

84388

84533

84=t

84008

84044

84054

84152

84281

84294

RESERPINE
MANGANESE BACITRACIN PLUS
PENICILLIN
RESERPINE
MANGANESE BACITRACIN
RESERPINE
PENICILLIN
RESERPINE
CHLORTETRACYCLINE
RESERPINE
CHLORTETRACYCLINE
RESERPINE
CHLORTETRACYCUNE
RESERPINE
ZINC BACITRACIN
RESERPINE
ZINC BACITRACIN
ROXARSONE
FURAZOLIDONE
BACITRACIN METHYLENE

DISAU CYLATE PLUS
PENICILUN
ROXARSONE
FURAZOLIDONE
BACITRACIN
ACETYL MIN O-NITROTHIAZOLE
ROXARSONE
SULFAQUINOXALINE
B ACITRACIN
2.4-IAMINO-5-(PARA-

CHLOROPHENYL)-ETHYL
PYRItIDINE

ROXARSONE
FURAZOLIDONE
BACITRACIN PLUS
PENICILLIN
ROXARSONE
FURAZOLIDONE
AMINO NITROTHIAZOLE
OXYTETRACYCLINE
ROXARSONE

.0001 PERCENT

3.6-50 GM/TON COMB.
.0002 FERCCNT
4-50 GMTCN
.0001 PERCENT
2.4-50 GM/TON
.0002-.0001 PERCENT
10-50 GMfON
.00002-.0001 PERCENT
50-100 lGVTON
.00002-.0001 PERCENT
100-200 GN/TON
.00002 PERCENT
4-50 ,GMTCN
.0001 PERCENT
4-5O GVCN
.0025-.ODS PERCENT
.O0003 PERCENT

50-100 GM/TON COMI,
.0025-.005 PERCENT
.00083 PERCENT
4-50GM TON
.015 PERCENT
.0025-.005 PERCENT
.01-.02 PERCENT
4-50 G1.M/TON
.003-.006 PERCENT

.0025..O05 PERCENT

.00003 PERCENT

3.6-50 GM/TON COM.
.0025-.005 PERCENT
.00083 PERCENT
.O5-,1 PERCENT
200 GM/TON
.0025-.005 IERCENT
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84669

84791

84137

84336

84398

84570

84605

84792

84183

84184

84187

84058

84179



RULES AND REGUL'ATIONS 13979
IDEHTIMI
CATION DiG "DOSAGZ OCos

SULFAQUINOXALINE .0075 PERCENT ZINC BACITRACIN PLUS
O)XTETRACYCUNE- 50 GM/TON PEJOCtIH 3.650 GjTON tc ¢,.a
2,4-DIAMNO-5-(PARA- .=75 PERCENT ACE.lAWN-TROTHMAOIJ .015PERCENT

CHLOROPHENYL3-6-ETH-L 84641 ROXARSONE 402-AS PERCENT
PYPRMIDINE FUR4z DONE = 3 pow"

84297 ROXARSONE JD25-.mS PERCER T ACETYI W.N IRMOLAIO E M PERCENT
SULFAQUINOXAUVE .0375 PERCENT STREITOMYCIH 3050 GWTON
FURAZOUDONE - M083 PERCENT 4750 ROXARSONE 40-=S PERCENT
OXYrETRACYCLNE 50 GM/TON ZINC BACITRACIN PLUS

-IAMUNO-5-(PARA- .00075 PERCENT PmCIUr 3 i.50.Vr CO.'%.
O4LORoPNEhnYU6"ETL Ar JNL N04117RO I.E OIS PERCD&T
PRVIMIDINE 8,5040 ROXARI4E J05.M5 PERCENT

84348 ROXARSONE, .25-.05 PERCENT E P
FURAZOUDONE O=3 PERCENT ZNHC ,TRACN pjj
BACITRACIN .ETHYULE PE'CIWL 3.6-50 G,/TON COMB.

DISAUCYLATE PLUS 85069 ROXARSOmE 3,&5-0W5 PERCEN

PENICIWN 100-200 GM/TON COMB. a 1JFA.RUrJschi 0 PC

"84412 ROXARSONE .025.05 PECT W PE.RCENT

BACITRACIN METHYLEE P ,CCIW 1W500 OWEON CM10.
DISAUCYLATE PLUS P - prJ0 ,

PENICIWN 3.6-50 GM/TON COMEI. 2,4WIHO-50PA- XOW5 RCEN'

ACE1YLAINO-ITROTHIAZOLE .015 PERCENT 0-0ROPDmL6EThn
84415 ROXARSONE 025-.05 PERCENT 85I0r7J

FURAZOUDONE .0W PERCENT .&5.nCO5RSOh2 PERCENT
BACITRACIN METHYLENE SUJFAQUM AWE .075 PERCENT

DISAUCYI.ATE PLUS FURAZOUDONE OM PERCENT
PENICIUJN 3.6-50 GMITON COMB. B TACIN PLUS
ACETYLAMINO-NITROTHIAZOLE .015 PERCENT PEh.CIWN IC50 GM/.TON COM3.

84429 ROXARSONE .0025-.-05 PERCENT 2.4Dt&, 'J-5.A- PERCENT
FURAZOUDONE .0003 PERCENT CHL0 mK.)j6,m
BACITRACIN METHYLENE P).U,.NE

DISAUCYLATE PLUS A---- ROXARS5NE X25-405 PCEhT
PENICIWN 3.6-50 GM/TON COMB. ZINC BACITACIN PLUS
ACEIYIAMINO-NITROTHIAZOLE .05 PERCENT PEN.CIl 3.6.50 G.,TON COQ'a

84460 ROXARSONE .0025-.5 PERCENT ACE1YI.M'.O-ROTNmIAZW mT PERCENT
FURAZOUDONE .0R083 CT 85090 SZ 5O'' - 4025.MS PERCENT -
BACITRACIN METiYLENE FURAZOUDORE 4 PERCET

DISAU CYIATE PLUS ZINC BACITRACIN PS
PENI3IWN 3S50 GMFTON COMB. PDCI,.N 3.6.50 GJTO COMB.

84624 ROXARSONE .0025-.005 PERCENT ACETYLX.NxO.tIROTLAZOUE XS PERCENT
FURAZOUDONE . PERCENT 84004 SODIUM ASALAE C5..01 PERCENT

DOA cam I. D i I
BACTRA-IH mETYL

DISAIJCYLATE PLUS
PECIlWH
SODIUM ARSANIIATE
BACITRACIN
ACEIYLAMNO-NITR0HIAZOLE
SODIUM ARSAHILATE
BACITRACIN PLUS
PEICIWN
SODIUM ARSANILATE
BAaTRACIN PLUS
PENICIWN
SODIUMARSAHILATE,
BAatRAaH PLUS
PEHICILUH
SODIUM ARSANILATE
BACITRACH METYLENE

DISAUCYLATEPLUS
PENCIWH -
SODIUM ARSAHILATE
BACITRACIN MEtNYLENE

DISAUCYLATE PLUS
PEmOLuL
ACEIYLJAINO-HITROMLNAZOLE
SODIUM ARSAXILATE
BACIRAcDNMEL

DISAUCYLATE PLUS
PEMIlUH
SOOIUMARSAXILATE
ZINC BACITRACU PLUS
PENII.UN
SODIUM ARSANILATE
ZINC BACITRACIN PLUS
PEmIu.i
ACEIYIAMINO-XlTROTHLAZOUE
SULFAQUINOXAUNE
BMBTRAaN4
2A-DAMINO--(PARA-

DLOROPIlaNY
PYRIMIDINE

50-100 GMTON COMB.
.05-.01 PERCEfT
4-5O GMfTOH
•.015 PERCENT.

405-.01 PERCENT

100-5D GMTON COMB.
.005-.01 PERCENT

3.6.50 GMITON COMB.
05-.1 PERCENT

50-100 GMTON CONS.
.005.01 PERCENT

IOD-00 GM/TON COMI.
m05..oi PERCENT

3.6-50 GM/TON COMI.
.015 PERCENT

3.6-50 GM/TON COMB.
.005-01 PERCENT

3.6-50 GM/TON COMBI.
.305-.01 PERCENT

3.6-50 GM/TON COMB.
.015 PERCENT
.01-. PERCE T
4-50 G/4TON
J001-006 PERCENT

saw6

Sim2

84m3

BEIaTRAEIN PL US

2.4.0 L',UKO-5-AOA-

CHO ROPNlD(4TNLE7M

SMAQUINOXALNE
ARSAIIUC ACU)
SACWTRACIN
2.4.4,Wt0O-SPARA.

CHUDROPKIDIYL)6E f

S aUlHOYAUXE
SODIU M ARSAIIATE
BLAaTRACIN
Z4,4. vuo-5,PAR.

CtOPH~ft)lETMY
PYRiU'JNE

FURAZOILDONE
BACITRACIN
2,0UIY.NO-5.ARA-

PYmRljUD3E
SUUFAOUOXAWM
BACITRACIN
SULFAUMOXAJJN
BA.ITRACIN PLUS

SUILFAOINOXYAUE
BATRACI PLUS
PEXCI.UN

SULFAUWOXALNE
ARSAMUCACID
0ICxETRACYOJXE

,4..wN O.P0'AY-6
O4LOROPNDEY,16-1MY
PYRIM2E

SOO:UA ARSALATE
YET1RACYCINE

.01-.02 PERCENT

3.650 GMT ,T COMB.
J.O 6 PERCalT

.01.02 PERCENT
.- 010 PERCENT

4-50 GM/TON
= =s PERCENT

.01-02 PERCENT

.MS..010 PERCENT
4-50 GMTON
X s.006 PERCENT

.01-2 PERCENT
X=PERCENT
450 GWTON

-M.S PERCET

0125-. PERCENT

0125-25 PERCENT.

36-50 G OJT CO M.
XQ-MS PERCENT

36.50 GATON COm.
£075 PERCENT
.COS.01 RXCENT
50 GMJTON
.=75 PERCENT

75 PERCENT
£OS..01 PERCENT
50 GM/TON
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84147

84167

84344

84411"

84456
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RULES AND REGULATIONS

IN IDODUZFI- DRM DOSAGECATION DRUG DOSAGE CATION

2,4-DIAMINO-5-(PARA- .00075 PERCENT 24bIAMNO-S-(PARA. .00075 PERCENT
CHLOROPHENYILJ-ErNyL CHLRO PHENYL).6ETHYL
PYRIMIDINE PYRIMIDINE

84295 SULFAQUINOXAUNE .0075 PERCENT 84530 SULFAQUINOXALINE .0075 PERCENT
FURAZOUDONE .00083 PERCENT CHLORTETRACYCLINE 100-200 GM/TON
OXYTETRACYCUNE 50 GM/TON 2.4-AMINO-5-(PARA- .00075 PERCENT
2,-OIAINO-5-.(PARA- .00075 PERCENT CHLOROPHENYI.h

CHLOROPHENYL)-6-ETnYL PYRIMIDINE
PYRIMIDINE 84575 SULFAQUINOXALINE .0125-.025 PERCENT

84334 SULFAQUINOXAUNE .0125-.025 PERCENT CHLORTETRACYCLINE 10-50 GM/TON
AMINO NITROTHIAZOLE .05-.10 PERCENT 84576 SULFAQUINOXALINE .0125..025 PERCENT
OXYTETRACYCUNE 200 GMTON CHLORTETRACYCUNE 50-100GM/TON

84357 SULFAQUINOXAUNE .0125-.025 PERCENT 84577 SULFAQUINOXALINE .0125.025 PERCENT
BACITRACIN METHYLENE 4-50 GM/TON CHLORTETRACYCLINE 100-200 GMITON

DISAUCYLATE 84587 SULFAQUINOXAUNE .0125-.025 PERCENT
84358 SULFAQUINOXAUNE .005-025 PERCENT ZINC BACITRACIN PLUS

BOCITRACIN METHYLENE 4-50 G&VTON - PENICILUN 3.6-50 M/TON COMB.
DISAU CYLATE 84588 SULFAQUINOXALINE .005-.025 PERCENT

84359 SULFAQUINOXAINE .033-.1 PERCENT ZINC BACITRACIN PLUS
BACITRACIN METhYLENE 4-50 GM/rON PENICILLIN 3.6-50 GM/TON COMB.

DISALICYLATE 84589 SULFAQUINOXAUINE .033-.10 PERCENT
84502 SULFAQUINOXAUNE .0075 PERCENT ZINC BACITRACIN PLUS

IFURAZOUDONE .00083 PERCENT PENICILLN :6-50 GM/TON COMB.
CHLORTETRACYCUNE 50 GM/TON 84629 SULFAQUINOXALINE .01,.02PERCENT
2,4-DIAMINO-5-(PARA. .00075 PERCENT ZINC BACITRACIN PLUS

CHLOROPHENYL)-6ETL- PENICILLN 3.6-50 GM/TON COMB,
PYRIMIDINE 24-DIAAUNO-.5.(PARA. .003..006 PERICENT

84507 SULFAQUINOXAUNE .0075 PERCENT CHLOROPHENYL)6-ETHY
FURAZOUDONE .00003 PERCENT PYRIMIDINE
CHLORTETRACYCUNE 100 GM/TON 84674 SULFAQUINOXAUNE .005-.025 PERCENT
2,4-DIAMINO-5-(PARA- .00075 PERCENT BACITRACIN METHYLENE

CHLOROPHENYf)-dETHYL DISALICYLATE PLUS
PYRIMIDINE PENICILLIN 3.6-50 GM/TON COMB.

84523 SULFAQUINOXAUNE .0075 PERCENT 85017 SULFAQUINOXALINE .005-.025 PECENT
CHLORTETRACYCUNE 10-50 GMTON ZINC BACITRACIN 450 GM/TON
2,4-DIAMINO-5-(PARA- .00075 PERCENT 85018 SULFAQUINOXALINE .0330I0 PERCENT

CHLOROPHENYL)--ETHYL ZINC BACITRACIN 4-50 GM/TON
PYRIMIDINE 85066 SULFAQUINOXALINE .075 PERCENT

84529 SULFAQUINOXAUNE .0075 PERCENT BACITRACIN PLUS
CHLORTETRACYCUNE 50-100 GM/TON PENICIWN 10-50 GM/1ON COMB.

IovmnT[l DRUG IDMNfTIFI DRUG I OSAGE
CATION ' w D __ _ DATIN 4 4

2.4- IAMINQ-5-(PARA.
CHLOROPHENY.6 Y
PYRIMIDINE

SULFAQUINOXALINE
ARSANIUC ACID
BACITRACIN PLUS
PENICILUN
2.4-DIAMINO-5-(PARA.

CHLOROPHENYL).6-ETHYL
PYRIMIDINE

SULFAQUINOXAUNE
SODIUM ARSANILATE
BACITRACIN PLUS
PENICILLIN
2.4-DIAMINO-5-(PARA.

CaLOROPHENYL).6EThYL
PYRIMIDINE

SULFAQUINOXAINE
FURAZOUDONE
BACITRACIN PLUS
PENICILLIN
2,4-DIAMNO-5.(PARA-

CHLOROPHENYL)6-ETnYL
PYRIMIDINE

SULFAQUINOXAUNE
FURAZOU DONE
OXYTETRACYCUNE
2,4-DIAMINO-5-(PARA-

CNLOROPEmNYL)..-ETNwL
PYRIMiDINE

SULFAQUINOXAUNE
IFURAZOUIDONE
CHLORTETRACYCUNE PLUS
OXYTETRACYCUNE
Z4 -IAMINO-5-(PARA-

CHLOROPH ENYL-6-ETNYL"
PYRIMIDINE

SULFAQUINOXAULNE
FURAZOUDONE
CHLORTETRACYCLINE PLUS
OXYTETRACYCUNE "

.075 PERCENT

.0075 PERCENT

.005-.010 PERCENT

100-500 GM/TON COMB.
.00075 PERCENT

.0075 PERCENT

.005-.010 PERCENT

100-500 GM/TON COMB.
.00075 PERCENT

.0075 PERCENT

.O= PERCENT

100500 GMITON COMB.
.00075 PERCENT

.0075 PERCENT

.00083 PERCENT
50GMITON
.00075 PERCENT.

.0075 PERCENT

.00083 PERCENT

50 G.ITON COMB.
.00075 PERCENT

.O075 PERCENT

.00083 PERCENT

100 GM/TON COMB.

85123

85131

85132

85133

85152

85153

2.4.DAINO5-(PARA.
CHLOROPHENYL.-ETHYL
PYRIMIDINE

SULFAQUINOXALINE
FURAZOLIDONE
PENICILLIN PLUS
STREPTOMYCIN
2.4-DIAMINO-S.PARA-

CHLOROPHENYL)-6-ETHYL
PYRIMIDINE

SULFAQUINOXALINE
FURAZOLIDONE
CHLORTETRACYCUN
Z4-DIAMINO-5-(PARA.

CHLOROPHENYL)-6-ETHYL
PYRIMIDINE

SULFAQUINOXAUINE
FURAZOUDONE
PENICILJN
2,4-DIAMINO-5-(PARA-

CHLOROPHENYL)-EN
PYRIMIDINE

SULFAQUINOXALINE
FURAZOUDONE
PENICILLIN PLUS
STREPTOMYCIN
Z4-OIAMINO-5 (PARA-

CHLOROPH ENYL-6-ETNWL
PYRIMIDINE

SULFAQUINOXALINE
FURAZOLIDONE
ZINC BACITRACIN
Z4A.MNO-5-(PARA-

CHLOROFPHNY.).6ETHL
PYRIMDINE

SULFAQUINOXAU NE
FURAZOUDONE
BACITRACIN METHYLENE

DISAUCYLATE

.bOO75 PERCENT

.0075 PERCEUT

.00003 PERCENT

90-100 GM/ION COMB.
.00075 PERCENT

.01-02 PERCENT

.00003 PERCENT
10.50 GM/TON
.003-.006 PFRCENT

.01-.02 PERCENT

.0003 PERCENT
2.4-50 GMOON
.003-.005 PCENT

.O1..02 PERCENT

.00003 PERCENT

14450 GMWTON COMB.
.003-.006 PERCENT

.075 PERCEIT

.00003 PERCENT
100GMTON
.=75 PERCNT

.0075 PERCEIIT

.00003 PERCENT
100GM/TON
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CAM0O1 CAI=O

2.4I tNO--(PARA- .075 PERCENT ZMXC BAITRACN 50 GWWT
OILoROpHENY-6-TH Z45A~~ PAR- X=5 PERChT
PfWDINE CHL0R0PHEMYLI

85154 SULFAQUIHOXAUNE .0075 PERCENT PYM-IME
RRAZOUDONE- .03 PERCENT 85184 S1FMAUINOXASJNE (075 PERCENT
BACiTRACIN 1(0 GMIJTON FUR,UDGRE . PERCENT
2,4-DIAMNO-5-(PARA- .075 PERCENT LACiTmACN ommm 50 GM0M10

OiLOROPHEHYI-6ETHYL OlSAUCYLA1E
PYRUUDINE Z 4 0 IA,.'O-5.(PA, A. .X=5 PERCENT

85155 SULFAQUINOXALINE .0075 PERCENT CNWaito JRW Th.
FURAZOUDONE ,03 PERCENT. 85185 PUW.I'mUolZ
PE8I58N 11GNUFAQUIXA 75 PERCENT
PENIIW~N0(A . I75 McaO i FURAZOtIDOUE . PERCNT2..IAMI N O-6PARA- =5 PERCENT BAIPAH 50 G"JTCNCHLORDPHBNYI)- -T'L 2.4-4LI.'0-5*{AA,- XW5PERCEX'T

PYRLWJDINE CHLOI 0arMM5165 SULFAQUIOXAJRE .0075 PERCENT PYC

FURAZOUDONE. .008 PERCENT 85186 SULF!ANUOXANE £075 PERCENT
CHLORTETRACYCUNE 20 GMITON RZOUOE PC
2.4OIAMNO-5-(PARA- .0 5 PERCENT Pa aCn. 50 GMIWH

CHLOROPHENYL A-ETHY1 i0L HO-50.AA. X75 PERCENT
PYPMiNDINE CHLOM:PHENYO

85166 SULFAQUINOXAUNE .075 PERCENT PIWUHNE
RFRAZOUDONE - 08 PERCENT 851B7 SULFAOUUDOXAW. £075 PERCENT
OXE CYC.NE 100 GMJTON .URAZUDONE PERCENT
2.4-DLMINO5-(PARA- .0=075 PERCENT BACTPAOhI PL

CHLOROPHBM3-6 PEMCZUI JH.. G&5 AJTOH COB.
PYRIPDINE, Z4DA2N0.5.0PARA- .0075 PERCENT

85183 SULFAQUINOXIUNE .0075 PERCENT CHWRP NHDNYI
FURAZOUDOHE .(00B3 PERCENT P"mlyJDNE

(sec. 512(1), 82 Stat. 34z7.- (21 U.S.C. 360b (1).)
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Subpart B-Specific New Animal Drugs for
Use in Animal Feeds

AuTHORITY: Sec. 512(1), 82 Stat. 347 (21
U.S.C. 360b(i)).

§ 558.25 2-Acetylamino=5-nitrothiazole.
(a) Specifications. Assay of not less

than 96 percent by ultraviolet spectre-
photometry.

(b) Approvals. (1) Premix 10percent
granted to Sponsor No. 010042 in § 510.-
600(c) of this chapter. -

(c) Related tolerances in edible prod-
ucts. See § 556.20 of this chapter.

(d) Conditions of use. It is used in
turkey feed as follows:

(1) Amount per ton. 136.2 grams
(0.015 percent).

(I) Indications for use. Aid in preven-
tion of blackhead (histomoniasis).

(ii) Limitations. Administer continu-
ously starting 1 to 2 weeks before out-
breaks usually occur; discontinue use 7
days before slaughter; use eggs from
medicated birds for hatching purposes
only.

(2) Amount per ton. 454 grams (0.05
percent).

(i) Indications for use. Aid in control'
of blackhead (histomonlasis).

(II) Limitations. Administer for 2
weeks at first sign of outbreaks; discon-
tinue use 7 days befolre slaughter; use
eggs from medicated birds for hatching
purposes only.
§ 558.35 Aklomide.

(a) Chemical name. 2-Chloro-4-nitro-
benzamide.

(b) Specifications. (1) Minimum melt-
Ing point 1700 C.

(2) Moisture content not to exceed Ir
percent.

(3) Purity not less than 98-percent on
anhydrous basis.

(c) Approvals. The following premix
levels have been granted; for sponsor
No. 017210 in § 510.600(c) of this
chapter.

(1) 50 percent aklomide.
(2) 20 percent sulfanitran and 25 per-

cent aklomide.
(3) 25 percent aklomide, 20 percent

sulfanitran, and 5 percent roxarsone.
(4) 50 percent aklomide and 10 per-

cent roxarsone.
(d) Assay limits. Finished feed must

contain 85 to 120 percent of labeled
amount of the drug.

(e) Special considerations. Maximum
level permitted in medicated concentrate
is 0.1 percent of aklomide.

(f) Related tolerances. See § 556.30 of
this chapter.

(g) Conditions of use. it is used in
feed for chickens as follows:

(1) Amount per ton. Aklomide, 227
grams (0.025 percent).

(i) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. tenella and E. necatrix.

(ii) Limitations. Not to be fed to birds
laying eggs for human consumption.

(2) Amount per ton. Aklomide, 227
grams (0.025 percent) combined with
sulfanitran, 181.6 grams (0.02 percent).

(i) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. tenella, E. necatrix, and E. acervulina.

(ii) Limitations. Not to be fed to lay-
ing chickens; withdraw 5 days before
slaughter.

(3) Amount per ton. Aklomide, 227
. grams (0.025 percent) combined with

sulfanitran, 181.6 grams (0.02 percent)
+ roxarsone, 22.7-45.4 grams (0.0025-
0.005 percent).

(i) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. tenella, E. necatrix, and E. acervulina;
growth promotion and feed efficiency;
improving pigmentation.

(ii) Limitations. Not to be fed to lay-
ing chickens; withdraw 5 days before
slaughter; as sole source of organic ar-
senic; chickens should have access to
drinking water at all times.

(4) Amount per ton. Aklomide, 227
grams (0.025 percent) combined with
roxarsone, 22.7-45.4 grams (0.0025-
0.005 percent).

(1)-Indications for use. As an aid in the
prevention of coccidiosis caused by E.
tenella, and E. necatrix; growth promo-
tion and feed efficiency; improving pig-
mentation.

(ii) Limitations. Not to be fed to birds
laying eggs for human consumption;
withdraw 5 days before slaughter, as sole
source of organic arsenic; chickens
should have access to drinking.water at
all times.

(5) Amount per ton. Aklomide, 227
grams (0.025 percent) plus sulfanitran,
181.6 grams (0.02 percent) combined
with bacitracin, 4-50 grams.

(i) Indications for use. Growth promo-
tion and feed efficiency,- as an aid in
the prevention of coccidlosis caused by
E. teneUa, E. necatrix, and K. acervulina.
. (ii) Limitations. Not to be fed to lay-

ing chickens; withdraw 5 days before
slaughter; as zincbacitracin.

(6) Amount per ton. Aklomide, 227
grams (0.025 percent) plus sulfairitran,.
181.6 grams (0.02 percent) combined
with chiortetracycline (as chlortetracy-
cline hydrochloride), 10-50 grams.

(i) Indications for use. Growth pro-
motion and feed efficiency; as an aid In
the prevention of coccidiosis caused by
E. tenella, E. ncatrix, and E. acervulina.

(ii) Limitations. Not to be fed to lay-
ing chickens; withdraw 5 days before
slaughter; as chlortetracycline hdro-
chloride.

(7) Amount per ton. Aklomide, 227
grams (0.025 percent) plus sulfanitran,
181.6 grams (0.02 percent) plus penicil-
lin-streptomycin, 14.4-50 grams (a com-
bination containing 16.7 percent penicil-
lin).

(i) Indications for use. Growth pro-
motion and feed efficiency; as an aid in
the prevention of coccidiosis caused by E.
tenella and E. necatrix.

(ii) Limitations. Not to be fed to lqy-
ing chickens; withdraw 5 days before
slaughter; a procaine penicillin: as
streptomycin sulfate.

(8) Amount per ton. Aklomide, 227
grams (0.025 percent) plus sulfanitran,
181.6 grams (0.02 percent) plus oxytetra-
cycline, 10-50 grams.

(i) Indications for use. Growth promo-
tion and feed efficiency; as an aid in the

prevention of coccidlosis caused by E.
tenella, E. necatrix, and E. acervulina.

(ii) Limitations. Not to be fed to lay-
ing chickens; withdraw 5 days before
slaughter; as monoalkyl (Cc-Cis) tri-
methylammonium oxytetracycline.
§ 558.45 Ainmonium cloride, feed

grade.
(a) Chemical name. Ammonium

chloride.
(b) Specifications. The ammonium

chloride conforms to the following:
(1) Assay after drying: 99 percent

minimum.
(2) Sodium chloride: 0.6 percent

maximum.
(3) Loss on drying: 0.5 percent

maximum.
(4) Arsenic (as As): 3 parts per mil-

lion maximum.
(5) Heavy metals (as Pb) : 10 Parts per

million maximum.
(c) Approvals. Premix level of 90 per-

cent has been granted: for sponsors see
Nos. 011462 and 000018 in § 510.600(c)
of this chapter.

(d) Assay limits. Finished feed must
contain not less than 85 percent nor more
than 115 percent of labeled amount,

(e) Special considerations. Maximum
level permitted in medicated concentrate
is 8 percent for administration to cattle
and 6 percent for administration to
sheep.

(f) Conditions of use. It is used in
feed for cattle and sheep as follows:

(1) Amount per day. 21.3-35.5 grams
(0.75-1.25 oz.) per head.

(I) Indications for use. Reduction of
the incidence of urinary calculi.

(ii) Limitations. For range cattle.
(2) Amount per day. 28.4-42,5 grams

(1.0-1.5 oz.) per head.
(i) Indications for use. Reduction of

the Incidence of urinary calculi.
(ii) Limitations. For fattening cattle.
(3) Amount per day. 7.1 grams (0.25

oz.) per head.
(i) Indications for use. Reduction of

the Incidence of urinary calculi.
(i) Limitations. For sheep.

§ 558.55 Amprolium.
(a) Ch emical name. 1-(4-Amino-2-n-

propyl - 5 - pyrimidinylmethyl) -2-pico-
linum chloride hydrochloride.

(b) Approvals. Premix level 25 percent
granted to No. 000006 in § 510.600(c) of
this chapter.

(c) Assay limits. Finished feed 80-120
percent of labeled amount.

(d) [Reserved].
(e) Related tolerances. See § 556.50 of

this chapter.
(f) Conditions o/ use. It Is used in feed

for calves as follows:
(1) Amount. 227 milligrams per 100 lb.

(5 milligrams per kilogram) body weight
per day.

(I) Indications for use. As an aid in
the prevention of coccidlosis caused by
Eimeria bovis and i . zurnii.

(ii) Limitations. Administer from a
supplement containing from 0.05 to 0.5
percent amprollum with the usual
amount of feed consumed in one day;
feed for 21 days during periods of ex-
posure or when experience indicates
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that coccidiosis is likely to he a hazard;
withdraw 24 hours beford slaughter; as
sole source of amprolium.

(2) Amount. 454 milligram per 100 lb.
(10 milligrams per kilogram) body
weight per day.

(i) Indications for use. As an aid in
the treatment of coccidiosis caused by
Eimeria bovis and E. zurnii.

(i) Limitations. Administer from a
supplement containing from 0.05 to 0.5
percent amprolium with the usual
amount of -feed consumed in one day;
feed for 5 days; for a: satisfactory diag-
nosis, a microscopic examination of the
feces should be done by a veterinarian
or diagnostic laboratory before treat-
ment; when treating outbrealk, the drug

hould be administered promptly after
diagnosis is determined; withdraw 24
hours before slaughter; as sole source of
amprolium. _

§ 558.95 Bambermycins.
(a) Specifications. Bambermycins are

the dried fermentation residues produced
by the fermentation of Streptomyces
bambergiensis, Streptomyces ghanaensis,
Streptomyces ederensis, Streptomyces
geysiriefsis, and mutants and variants of
these organisms.

(b) Approvals. Premix level of 2 grams
of bambermycin activity per pound of
premix has 'been granted; for sponsor
see No. 000039 in § 510.600(c" of this
chapter. - -

(c) Assay limits. Premix must contain
not less than 90 percent nor more. than
110 percent of labeled-amount of bam-"
bermycin activity. Finished feed must
contain not less than 70 percent nor more
than 130 percent of the labeled amount
of bambermycin activity.

(d) Related tolerances. See § 556.380
of this chapter.

(e) Conditions of use. It is used in feed
for broiler chickens as follows:

(1) Amount per ton. 1 to 2 grams.
(2) Indications for use. For increased

rate of weight gain and improved feed ef-
ficiency.

(3) Limitations Feed continuously as
the sole ration.

§ 558.105 Buquinolate.
(a) Chemical name. Ethyl 4-hydroxy-

6,7-diisobutoxy-3-quinolinecarboxylate.
-(b) Approvals. Premix levels of 16.5

and 22 percent have been granted; for
sponsor'see No. 000947 in §510.600(c)
of this chapter.

(c) Assay limits. Finished feed not less
than 80 percent nor more than 120 per-
cent ofThe labeled amount.

(d) Special considerations. Maximum
level permitted inmedicated feed: 0.011
percent (100 grams per ton). Do not use
in feeds containing bentonite.

"(e) Related tolerances. See § 556.90 of
this chapter.

(f) Conditions of. use. It is used in
_ animal feed as follows:

(1) Broiler or fryer chickens-(i)
Amount per ton. Buquinolate, 75 grams
(0.00825 percent).

(a) Indications for use. An aid in the
prevention 6f coccidiosis caused by "E.
tenella, E. maxima, E. necatrix, E. bru-
netti, and E. acervulina.

(b)- Limitations. Feed continuously as
the sole ration.

(if) Amount per ton. Buqulnolate, 75
grams (0.00825 percent) plus arsanillc
acid, 90 grams (0.01 percent).

(a) Indications for use. An aid in the
prevention of coccidiosis caused by E.
tenella, E. maxima," E. necatrx, E. bru-
netti, and E. acervulina; growth promo-
tion and feed efficiency; improving pig-
mentation.

(b) Limitations. Feed continuously as
the sole ration; withdraw 5 days before
slaughter; as sole source of organic
arsenic.

(ill) Amount per ton. Buquinolate, 75
grams (0.00825 percent) plus roxarsone,
22.7-45.4 grams (0.0025-0.005 percent).

(a) Indications for use. An aid in the
prevention of coecidiosis caused by E.
tenella, E. maxima, E. necatrix, E. bru-
netti, and E. acervulina; growth promo-
tion and feed efficiency; improving
pigmentation.

(b) Limitations. Feed continuously as
the-sole ration; withdraw 5 days before
slaughter; as sole source of organic
arsenic.

(iv) Amount per ton. Buqunolate, 75
grams (0.00825 percent) plus penicillin,
2.4-50 grams. -

(a) Indications for use. An aid in the
prevention of coccidiosis caused by E.
tenella, E. maxima, E. necatrix, E.
brunetti, and E. acervulina; growth pro-
motion and feed efficiency.

(b) Limitations. Feed continuously as
'the sole ration; as procaine penicillin.

(v) Amount per ton. Buquinolate, 75
grams (0.00825 percent) plus bacitracin,
4-50 grams.

(a) Indications for use. An aid in the
prevention of coccidiosis caused by E.
tenella, F. maxima, E. necatrix, E.
brunetti, and E. acervulina; growth pro-
motion and feed efficiency.

(b) Limitations. Feed continuously as
the 'sole ration: as zinc bacitracin or
bacitracin methylene disalicylate.

(vi) Amount per ton. Buqulnolate, 75
grams (0.00825 percent) plus penicillin +
bacitracin, 3.6-50 grams.

(a) Indications for use. An aid in the
prevention of coccidlosis caused by E.
tenella, 9. maxima, E. necatrlx, E.
brunetti, and E. acervulina; growth pro-
motion and feed efficiency.

(b) Limitations. Feed continuously as
the sle ration; not less than 0.6 gram
of penicillin nor less than 3 grams of
bacitracin; as procaine penicillin plus
zinc bacitracin pr bacitracin methylene
.disalicylate.

(vii) Amount per ton. Buquinolate. 75
grams (0.00825 percent) plus chlortetra-
cycline, 200 grams.

(a) Indications for use. An aid in the
prevention of coccidlosis caused by E.
teneila, E. maxima, E. necatrix, E.
brunetti, and E. acervulina; treatment of
chronic respiratory disease (air-sac in-
fection), blue comb (nonspecific enteri-
tis) prevention of synovitis.

(b) Limitatfons. In low calcium feed
containing 0.8 percent, dietary calcium
and 1 percent to 1.5 percent sodium sul-
fate; to be fed continuously-for not more
than the first 21 days oflife.

(vllD Amount per ton. Buquinolate, 75
grams (0.00825 percent) plus lincomycin,
2-4 grams.

(a) Indications for use. For increase
in rate of weight gain and improved feed
efficiency; as-an aid in the prevention
of coceidiosis caused E. tenella, S. max-
ima, E. necatrix, E. brunetti, E. acervm-
lina.

(b) Limitations. For floor raised broil-
er and fryer chickens; feed continuously
as the sole ration.

(fx) Amount per ton. Buqulnolate, 75-
100 grams (0.00825-0.011 percent) plus
roxarsone, 22.7-34.0 grams (0.0025-
0.00375 percent).

(a) Indications for use. An aid in the
prevention of coccidlosis caused by E.
tenella, E. maxima, E. necatrix, E.
brunetti, and E. acervulina; growth pro-
motion and feed efficiency; Improving
pigmentation.

(b) Limitations. Feed continuously, as
the sole ration; withdrawn 5 days before
slaughter; as sole source of organic
arsenic; as roxarsone provided by spon-
sor No. 017210, see § 510.600(c) of this
chapter.

(x) Amount per ton. Buquinolate, 100
grams (0.011 percent) plus bacltracin,4-
15 grams.

(a) Indications for use. An aid in the
prevention of coccidlosis caused by E.
tenella, E. maxima, B. necatrix, E.
brunetti, and E. acerzulina; increased
rate of weight gain.

(b) Limitations. Feed continuously as
the sole ration; as bacitracin methylene
disalicylate provided by sponsor No.
000794, in § 510.600(c) of this chapter.

(Wi) Amaunt per ton. Buquinolate, 100
grams (0.011 percent) combined with
bactracin, 19-35 grams.

(a) Indications for use. An aid in the
prevention of coccidios-s caused by E.-
tenella, E. maxima, E. necatrix, E. bru-
netti, and E. acervulina; increased rate
of weight gain and improved feed
efficiency.

(b Limitations. For floor raised broil-
er or fryer chickens, feed continuously as
the sole ration; as zinc bacitracin pro-
vided by sponsor No. 012769 in § 510.600
(c) of this chapter.

(2) Broiler, fryer, roaster or replace-
ment chickens--(i) Amount per ton.
75-100 grams (0.00825-0.011 percent).

(I) Indications for use. An aid in the
prevention of coccidlosis caused by E.
tenella, E. maxima, E. necdtrix. E. bru-
netti, and E. acervulina.

(Ill) Limitations. Feed continuously as
the sole ration; do not administer over
75 grams per ton (0.00825 percent) to
replacement chickens over 20 weeks of
age.

(3) Laying or breeding chickens-W(D
Amount per ton. 75 grams (0.00825 per-
cent).

(iI) Indications for use. An aid in the
prevention of coccidiosis caused by E.
tenella, E. maxima, E. necatrix, E. bru-
netti, and E. acervulina.

(ill) Limitations. Feed to caged layers
for 2 weeks following caging; feed con-
tinuously to layers and breeders kept on
floors while in production 'or until
marketed.
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§ 558.115 Carbadox.
(a) Chemical name. Methyl 3-(2-

quinoxalinylmethylene) carbazate-N1 , Ni-
dioxide.
(b) Approvals. Premix level contain-

ing 2.2 percent (10 grams per pound) of
carbadox has been granted; for sponsor,
see No. 000069 in § 510.600(c)" of this
chapter.
(c) Assay limits. Finished feed not

less than 75 percent nor more than 125
percent of labeled amount.
(d) Related tolerances. See § 556.100

of this chapter.
(e) Special considerations. (1) Fin-

ished feeds processed from feed supple-
ments that contain up to 0.055 percent of
carbadox and that comply with the pro-
visions of both this paragraph and para-
graph f) of this section are exempted
from the requirements of section 512(m)
of the act.

(2) Do not use in feeds containing
bentonite.

Cf) Conditions of use. It is used in feed
for swine as follows:
(1) Amount per ton. 10-25 grams

(0.0011-0.00275 percent).
(i) Indications for use. For increase

in rate of weight gain and improvement
of feed efficiency.

(ii) Limitations. Do not feed to swine
weighing more than 75 pounds body
weight; do not feed to swine within 10
weeks of slaughtpr; do not use in com-
plete feeds containing less than 15 per-
cent crude protein.

(2) Amount per ton. 50 grams (0.0055
percent).,
(i) Indications for use. Foy control of

swine dysentery (vibrionic dysentery,
bloody scours, or hemorrhagic dysen-
tery) ; control of bacterial swine enteritis
(salmonellosis or necrotic enteritis
caused by Salmonella choleraesuis); in-
crease rate of weight gain and improve
feed efficiency.

(ii) Limitations. Do not feed to swine
weighing more than 75 pounds body
weight; do not feed to swine within 10
weeks of slaughter; do not use in com-
plete feeds containing less than 15 per-
cent crude protein.
§ 558.145 Clilortetracycline, procaine

penicillin, and sulfametiazine.
(a) Speeificat.ions. (1) Chiortetra-

cycline is the antibiotic substance pro-
duced by growth of Streptomyces aureo-
faciens or the same antibiotic substance
produced by any other means and, for the
purpose of this section, refers to chlor-
tetracycline or feed grade chlortetra-
cycline as the specified salt.

(2) Procaine penicillin is the procaine
salt of the antibiotic substance produced
by the growth of Penicillium notatum or
Penicillium chrysogenum or the same
antibiotic subotance produced by any
other means and, for the purposes of this
section, refers to procaine penicillin or
feCd grade procaine penicillin.I f3) Sulfamethazine is the chemical N'-
(4,6-Dimethyl-2-pyrimidinyl) sulfanil-
amide.

(4) The antibiotic activities authorized
are expressed'in this section in trms of

the weight of the appropriate antibiotic
standards.

(5) Finished feed contains in each ton,
100 grams of chlortetracycline, 50 grams
of penicillin as procaine penicillin, and
100 grams of sulfamethazine.

(b) Approvals. Premix level of 20
grams of chlortetracycline per poufid,
4.4 percent of sulfamethazine, and pro-
caine,penicillin equivalent in activity to
10 grams of penicillin per pound has
been granted; for sponsor see Nos. 000196
and 010042 in § 510.600(c) of this chap-
ter.

(c) Assay limits. Finished feed must
contain not less than 70 percent nor
more than 130 percent of labeled amount
of chlortetracycline and procaine peni-
cillin and not less than 80 percent nor
more than 120 percent of labeled
amount of sulfamethazine.

(d) Special considerations. Finished
feeds conforming to the requirements of
this section are not required to comply
with the provisions of section 512(m)
of the Federal Food, Drug, and Cosmetic
Act.

(e) Related tolerances. See §§ 556.150,
556.510, and 556.670 of this chapter.

(f) Conditions of use. (1) It is ad-
ministered to swine in a complete feed
for reduction of the incidence of cervical
abscesses; treatment of bacterial swine
enteritis (salmonellosis or necrotic en-
teritis caused by Salmonella choleraesuis
and vibrionic dysentery): prevention of
these diseases during times of stress;
maintenance of weight gains in the pres-
ence of atrophic rhinitis; growth promo-
tion and increased feed efficiency in
swine weighing up to 75 pounds.

(2) Withdraw 7 days prior to slaugh-
ter.
§ 558.155 Ciortetracycline, procaine

penicillin, and sulfathiazoli3.
(a) Specifications. (1) Chlortetracy-

cline is the antibiotic substance produced
by growth of Streptomyces aureofaciens
or the same antibiotic substance pro-
duced by any other means and, for the
purpose of this section, refers to chlor-
tetracycline or feed grade ehlortetracy-
cline as the specified salt.

(2) Procaine penicillin is the procaine
salt of the antibiotic substance produced
by the growth of Penicillium notatum or
Penicillium chrysogenum or the same
antibiotic substance produced by any

other means and, for the purposes of this
section, refers to procaine penicillin or
feed-grade procaine penicillin.

(3) Sulfathiamole is the chemical N'.2-
thlazolyl-sulfantlamlde.

(4) The antibiotic activities author-
Ized are expressed In this section In
terms of the weight of the appropriate
antibiotic standards.

(b) Approvals. (1) Premix level of 20
grams of chlortetracycline hydroehlorlde
per pound, 20 grams of sulfathiazolo per
pound, and procaine penicillin equivalent
in activity to 10 grams of penicillin per
pound has been granted; for sponsor see
No. 025001 In § 510.600(c) of this chapter.

(2) Premix level of 40 grams of chlor-
tetracycline hydrochloride, 40 grams of
sulfathiazole, and procaine penicillin
equivalent to 20 grams of penicillin per
pound has been granted to No, 025001
In § 510.600(c) of this chapter.

(c) Assay limits. Finished feed must
contain not les3 than 70 percent nor
more than 130 percent of labeled amount
of chlortetracycline and procaine pen-
icillin and not less than 80 percent nor
more than 120 percent of labeled amount
of sulfathiazole.

(d) Special considerations. Finished
feeds conforming to the requirements of
this section are exempt from the pro-
visions of section 512(m) of the Federal
Food, Drug, and Cosmetic Act.

(e) Related tolerances. See §§ 550.150,
556.510, and 556.690 of this chapter,

(f) Conditions of use. It is used in
feed for swine as follows:

(1) Amount per ton. Chlortetra-
cycline, 100 grams plus penicillin, 50
grams plus sulfathiazole, 100 grams.

(2) Indications for use. For Increased
rate of weight gain and improved feed
efficiency in animals up to 6 weeks post-
weaning. For Increased rate of weight
gain In animals from 6 to 16 weeks post-
weaning. Maintenance of weiht gains
in the presence of atrophic rhinitis:
reduction of the Incidence of cervical
abscesses; treatment of bacterial swine
enteritis (salmonellosis or necrotic en-
teritis caused by Salmnoncllps cholera-
esuis and vibrionie dysentery).

(3) Limitations. For swine raised In
confinement (dr -lot) or on limited pas-
ture; ithdraw 7 days prior to shUihtcr;
as procaine pericillin and chilorteira-
cycline hydrochloride, a, follows:
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§ 558.175 Clopidol. (21 Prmi% l, fl (I IY' .t jivve('int clo-
(a) Chemnzcal nauke. 3,5-Dichlolo-2, pidol with or -,ithout 11,008 lvre'1't'lt

6-dimethyl-4-pyridinol. roxarzone granted to No. 012286 as
(b) Approvals. (1) Premix level of identified in § 510.600tc) of thiq Phipter.

clopidol 25 percent granted to No. 025700 (3) Premix levels, combinations of
in § 510.600(c) of this chapter. clopidol 25 percent, roxarsone 10 percent,
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and bacitracin methylene disalicylate, 4,
10, 15 or 25 grams per pound, granted to
No. 025700 in § 510.600(c) of this chapter.

(c) Assay limits. Finished feed not less
than 80 percent nor more than 120 per-
cent of the-labeled amount of clopidol.

(d) Related tolerances. See § 556.160
of this chapter.
(e) Conditions of use. It is used in

complete feed for animals as follows:
(1) Broiler chickens-(i) Amount per

ton. Clopidol 113.5 grams (0.0125 per-
cent).

(a) Indications for use. Aid in the pre-
vention of coccidiosis ,caused by E. te-
nella, E. necatrix, E. acervulina, E. max-
ima, E. brunetti, and E. mivati.

(b) Limitations. - - Do not feed to
chickens over 16 weeks of age.

di) Amount per ton. Clopidol, 113.5
grams (0.0125 percent) plus 3-nitro-4-
hydroxyphenylarsonic acid, 45.4 grams
(0.005 percent).

(a) Indications for use. Aid in the
prevention of coccidiotis caused by E. te-
nella, E. necatrix, E." acervulina, E. max-
ima, E. brunetti, and E. -mivati; growth

,promotion and feed efficiency; improved
pigmentation.

(b) Limitations. Do not feed to
chickens over 16 weeks of age; withdraw
5 days before slaughter; as sole source
of organic arsenic. -

(iii) Amount per ton. Clopidol, 113.5
grams (0.0125 :percent) plus 3-)aitro-4-
hydroxyphenylarsonic acid, 45.4 grams
(0.005 percent) plus bacitracin, 4-25
grams' -

(a) Indications for, use. -Aid in the
prevention of coccidiosis' caused by E.
tenella, E. necatrix, E. acervulina, E.
maxima, E. brunetti, and E. mivati;
growth promotion and feed effilciency;
improved pigmentation; increased rate
of weight gain.

(b) Limitations. Do not feed to chick-
ens over 16 weeks of age; Withdraw 5
days before slaughter; as sole source of
organic arsenic; as bacitracin methylene
disalicylate, provided by No. 000794 in
§ 510.600(c) of this chapter; or as zinc
bacitracin provided by No. 012769 in
§ 510.600(c) of thischapter.

(2) Broiler chickens and replacement
chickens-(i) Amount per ton. Clopidol,
113.5 or 227 grams (0.125 or 0.025 per-
cent).

(ii) Indications for use. Aid in the pre-
vention of coccidiosis caused by E. ten-
ella, E. necatrix, E acervulina, E. maxi-
ma, E. brunetti, and E. mivati.

(iii) Limitations. Feed up to 16 weeks
of age if intended. for use as caged lay-
ers; feed continuously as the sole ration;
withdraw 5 days before slaughter if
given at the level of 0.025 percent in
feed or reduce level to 0.0125 percent 5
days before slaughter.

(3) Floor-raised broiler chickens-(i)
Amount per ton. CIopidol, 113.5 grams
(0.0125 percent) plus lincomycin, 2-4
grams.

(ii) Indications for use. Aid in the
prevention of coccidiosis caused by E.
tenella, E. necatrix, E. acervulina, E.
maxima, E.- brunetti, and E. mivati; in-
crease in rate of weight gain and im-
proved feed efficiency.

(III) Limitations. As lincomycin by-
drochioilde monohydrate; do not feed to
chickens over 16 weeks of age.

(4) Replacement chfckens-(l)
Amount per ton. Clopidol 113.5 grams
(0.0125 percent).

(a) Indications for use.' Aid in the
prevention of coccidlosis caused by E.
tenella, E. necatrix, E. acervulina, E.
maxima, E. brunetti, and E. mivati.

(b) Limitations. For replacement
chickens intended for use as caged
layers; do not feed to chickens over 16
_weeks of age.

(Ii) Amount per ton. Clopidol 113.5
grams (0.0125 percent) plus 3-nitro-4-
hydroxyphenylarsonlc acid 45.4 grams
(0.005 percent).

(a) Indications for use. Aid In the
prevention of cocidiosis caused by E.
tenefla, E. necatrx, E. acervulina, E.
maxima, E. brunettl, and E. mivati;
growth promotion and feed efficiency;
improving-igmentation.

(b) Limitations. For replacement
chickens intended for use as caged
layers; do not feed to chickens over 16
weeks of age; withdraw 5 days before
slaughter; as sole source of organic
arsenic.

(5) Turkeys-(l) Amount per ton.
Clopidol 113.5 or 227 grams (0.0125 or
0.025 percent).

(ii) Indications for use. Aid in the
prevention of leucocytozoonosls caused
by Leucocytozoon, smithi.

(ili) Limitations. For turkeys grown
for meat purposes only; to be admin-
istered continuously, In feed at 0.0125 or
0.025-peicent clopldol as the sole ration
depending upon* management practices,
degree of exposure, and amount of feed
eaten; withdraw medication 5 days be-
fore slaughter.
§ 558.185 Coumaphos.

(a) Chemical name. OO-Dlethyl 0-3-
chloro - 4 - methyl - 2 - oxo - 2H - 1 -
benzopyran-7-yl-phosphorothioate.

(b) Approvals. (1) Premix levels 1.12,
2.0, 11.2. and 50 percent have been
granted; for sponsor see No. 000859 in
§ 510.600(c) of this chapter.

(2) Premix levels 1.12 and 11.2 percent
have been granted for use in accordance
with item 2 of the table; for sponsor see

-No. 017800 in § 510.600(c) of this chap-
ter.

(c) Assay limits. Finished feed must
contain not less than 80 percent nor
more than ],0 percent of the labeled
amount of the drug.

(d) Special considerations. Adequate
directions and warnings for use must be
given and shall include a statement that
coumaphos is a cholinesterase inhibitor
and that animals- being treated with
coumaphos should not be exposed during
or within a few days before or after
treatment to any other cholinesterase in-
hibiting drugs, insecticides, pesticides, or
chemicals.

(e) -Related tolerances. See 40 OFE
18o.189.

(f) Conditions of use. It is used in ani-
mal feeds as follows:

(1) Beef and dairy cattle-l) Amount.
Coumaphos 0.00012 lb. (0.054 gram) per
100 lb. body weight per day.
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(a) Indications for use. As an aid in
the reduction of fecal breeding flies
through control of fly larvae.

(b) Limitations. Feed for the duration
of fly season in a complete feed contain-
Ing 0.0033 percent or In a feed supple-
ment containing not over 0.0066 percent-
coumaphos; do not feed to animals less
than 3 months old; not for use in pel-
leted feeds.

(it) Amount. Coumaphos, 0.002 lb.
(0.091 gram) per 100 lb. body weight per
day.

(a) Indications for use. Control of
gastrointestinal roundworms Ufaemon-
chus spp., Ostertagia spp., Cooperia. spp.,
Nematodirus spp., Trichostrongylus
spp.).

(b) Limitations. Feed 0.0002 lb. (0.091
gram) per 100 lb. body weight per day for
6 consecutive days In the normal grain
ration to which the animals are accus-
tomed but not In rations containingmore
than 0.1 percent coumaphos; do not feed
to animals less-than 3 months old; do
not feed to sick animals or animals un-
der stress, such as those Just shipped,
dehorned.. castrated, or weaned within
the last 3 weeks; do not feed In conjunc-
tion with oral drenches or with feeds
containing phenothazine. Should con-
ditions warrant, repeat treatment at 30-
day Intervals.

(2) Laying chickens--l) Amount.
Coumaphos 27.2 grams per ton (0.003
percent).

(ii) Indications for use. For control of
capillary worm (Ca pilaria obsignata)
and as an aid in control of common
round worm (Ascaridia galli) and cecal
worm. (Heterakis gaUlinae).

(i) Limitations. In complete feed;
administer continuously as the total
feed ration for 14 days; when reinfec-
tion occurs, treatment may be repeated
but not sooner than 3 weeks after the
end of the previous treatment; do not
feed to chickens within 10 days of vac-
cination or other conditions of stress;
treatment of colored breeds of commer-
cial layers should be avoided while in
production since these breeds appear to
be more sensitive to coumaphos than
white breeds; as sole medication; medi-
cations In general should be avoided
while birds are approaching peak pro-
duction; such Interruption of normal
feeding practices may upset the flock
and lower egg production; diagnosis by
competent personnel is essential; flock
condition and production records should
be carefully evaluated prior to treat-
ment.

(3) Replacement pullets--() Amount.
Coumaphos 36.3 grams per ton (0.004
percent).

(W) Indications for use. For control
of capillary worm (Capillarida obsignata)
and as an aid in control of common
roundworm (Ascaridic galli) and cecal
worm (Heterakis gallinae).

(ill) Limitations. In complete feed;
administer before the onset of produc-
tion; diagnosis by competent personnel
is essential; administer continuously as
total feed ration for from 10 to 14 days;
do not feed to chickens under 8 weeks
of age nor within 10 days of vaccina-
tion or other conditions of stress; if
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birds are maintained on contaminated
tter or exposed to infected birds, a

second 10 to 14 day treatment is recom-
mended but not sooner than 3 weeks
after the end of the previous treatment;
as sole medication; if reinfection occurs
after production begins, repeat treat-
ment as recommended for laying flocks.
§ 558.195 Decoquinate.

(a) Chemical name. Ethyl 6-(decyl-
oxy) -7-ethoxy- 4 -hydroxy- 3 -quino-
line-carboxylate (C:,24HNO5).

(b) Specifications. Assay-not less
than 98 percent by ultraviolet spectro-
photometry; melting-point range-2420-
2450 C.

(c) Approvals. (1) Premix level 6 per-
cent granted to No. 011801 in § 510.600
(c) of this chapter.

(2) Premix level 0.00828 percent
granted to No. 012286 in § 510.600(c) of
'this chapter.

(d) Assay limits. Finished feed not less
than 80 percent nor more than 120 per-
cent of labeled amount.

(e) Related tolerances in edible prod-
ucts. See § 556.170 of this chapter.

(f) Special considerations. Bentonite
should not be used in decoquinate feeds.

(g) Conditions of use. It is used in
feed for broiler chickens as follows:

(1) Amount per ton. Decoquinate, 27,2
grams (0.003 percent).

(i) Indications for use. As an aid in the
prevention of coccidlosis caused by E.
tenella, E. necatrix, E. mivati, E. acer-
vulina, E. maxima, and E. brunetti.

(it) Limitations. Do not feed to laying
chickens.

(2) Amount per ton. Decoquinate,
27.2 grams (0.003 percent) plus 3-nitro-
4-hydroxyphenlyarsonic acid, 45.4 grams
(0.005 percent).

(I) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. tenella, E. necatrix, E. mivati, E. acer-
vulina, E. maxima, and E. brunetti;
growth promotion and feed efficiency:
improving pigmentation.

(ii) Limitations. Do not feed to laying
chickens; withdraw 5 days before
slaughter, as sole source of organic ar-
senic.

(3) Amount per ton. Decoquinate, 27.2
grams (0.003 percent) plus bacitracin,
10-50 grams.

(i) Indications for use. For increased
rate of weight gain and improved feed
efficiency; as an aid in the prevention of
coccidiosis caused by E. tenella, E. neca-
trix, E. mivati, E. acervulina, E. maxima,
and E. brunetti.

(ii) Limitations. Do not feed to laying
chickens; feed as sole ration; as zinc
bacitracin provided by No: 012769 in
§ 510.600(c) of this chapter.

(4) Amount per ton. Decoquinate, 27.2
grams (0.003 percent) plus chlortetra-
cycline, 200 grams.

(I) Indications for use. As an aid in the
prevention of coccidiosis caused by E.
tenella, E. necatrix, E. acervulina, E.
mivati, E. maxima, and E. brunetti; for
the treatment of chronic respiratory
disease (air sac infection), prevention of
synovitis.

(ii) Limitations. Do not feed to laying
chickens; in low calcium feed containing
0.8 percent of calcium; not to be fed con-
tinuously for more than 8 weeks; as
chlortetracycline hydrochloride provided
by No. 010042 in § 510.600(c) of this
chapter.

(5) Amount per ton. Decoquinate, 27.2
grams (0.003 percent) combined with
lincomycin, 2 grams.

(i) Indications for use. For ihcrease
in rate of weight gain, improved feed
efficiency, and as an aid in the preven-
tion of coccidlosis caused by E. tenella,
E. necatrix, E. acervulina, B. maxima, E..
mivati, and B. brunetti.

(ii) Limitations. For floor raised
broiler chickens; do not feed to laying
chickens; to be fed as the sole ration; as
lincomycin hydrochloride monohydrate
provided by No. 000009 in § 510.600(c)
of this chapter.

(6) Amount per ton. Decoqunate, 27.2
grams (0.003 percent) plus 3-nitro-4-
hydroxyphenylarsonic acid, 11-45 grams
(0:0012-0.005 percent) plus bacitracip,
12-50 grams.

(i) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. tenella, E. necatrix, E. acervulina, B.

'mivati, -. maxima, and E. brunetti; and
for increased rate of weight gain and
improved feed efficiency.

(ii) Limitations. Do not feed to laying
chickens, -withdraw 5 days before
slaughter, as sole source of organic
arsenic; as zinc bacitracin provided
by No. 012769 in § 510.600(c) of this
chapter; as 3 - nitro - 4 - hydroxy-
phenylarsonic acid as provided by No.
017210, § 510.600(c) of this chapter.

§ 558.205 Dicliorvos.
(a) Chemical name. 2,2-Dichlorovinyl

dimethyl phosphate.
(b) Approvals. Premix level 9.6 per-

cent granted to No. 011461 In
§510.600(c) of this chapter.

(c) Assay limits. Finished feed must
contain 80 to 130 percent of the labeled
amount of dichlorvos.

(d) Special considerations. (1) DI-
* chiorvos is to be included in meal or mash
or mixed with feed in crumble form only
after the crumble feed has been manu-
factured. Do not mix in feeds to be pel-
leted nor with pelleted feed. Do not soak
the feed or administer as wet mash. Feed
must be dry when administered. Do not
use in animals other than swine. Do not
allow fowl access to feed containing this
preparation or to feces from treated
animals.

(2) Dichlorvos is a cholinesterase in-
hibitor. Do not use this product in ani-
mals simultaneously or within a few days
before or after treatment with or expo-
sure to cholinesterase-inhibiting drugs,
pesticides, or chemicals. If human or
animal poisoning should occur, imme-
diately consult a physician or a veteri-
narian. Atropine is antidotal.

(3) Labeling for feed supplements
must include a statement that containers
or materials used in packaging such sup-
plements are not to be reused and all
such packaging materials must be de-
stroyed after the product has been used.

(4) Finished feeds conforming to the
requirements of this section processed
from feed supplements containing up to
0.768 percent of dichlorvos are not re-
quired to comply with the provisions of
section 512(m) of the Federal Food,
Drug, and Cosmetic Act.

(e) Related tolerances, See § 556.180
,of this chapter.

(f) Conditions of use. It is used In
feed for swine as follows:

(1) Amount. Dichlorvos, 0.0384 per-
cent.

(i) Indications for use. For the re-
moval and control of mature, immature,
and/or fourth-stage larvae of the whip-
worm (Trichuris suis), nodular worm
(Oesophagostomum sp.), large round-
worm (Ascaris suum) and the thick
stomach worm (Ascarops strongylina)
of the gastrointestinal tract.

(11) Limitations. For swine up to 10
pounds body weight, feed as sole ration
for 2 consecutive days. For swine from
70 pounds to market weight, feed as solo
ration at the rate of 8.4 pounds of feed
per head until the medicated feed has
been consumed. For boars, open or bred
gilts, and sows, feed as sole ration at the
rate of 4.2 pounds per head per day for
2 consecutive days.

(2) Amount. Dichlorvos, 0.0528 per-
cent.

(I) Indications for use. For the re-
moval and control of mature, immature,
and/or fourth-stage larvae of the whip-
worm (Trichuris suis), nodular worm
(Oesophagostomuin sp.), largo round:
worm (Ascaris suum), and the thick
stomach worm (Ascarops strongylina)
of the gastrointestinal tract.

(it) Limitations, For boars, open or
bred gilts, and sows, feed as sole ration
at the rate of 6 pounds per head for one
'feeding.
§ 558.225 Diethylstilbcstrol.

(a) Chemical name. 3,4-Bis(p-hy-
droxyphenyl) -3-hexene.

(b) Specillcations. Complies with
U.S.P. XVI.

(c) Approvals. (1) In dry premix,
levels of 2 grams (0.44 percent) and 10
grams (2,2 percent) of diethylstilbestrol
per pound have been granted, and, In
liquid premix, levels of 20 grams (4.4 per-
cent) and 40 grams (8.8 percent) of
diethylstilbestrol per pound have been
granted for use In manufacturing
finished feeds within the currently ap-
proved use levels of 5-20 milligrams per
head per day; for ,,ponsor see No. 000980
in § 510.600(c) of this chapter,

(2) In dry premix, levels of 2 grams
(0.44 percent), 4 grams (0.88 percent),
and 10 grams (2.2 percent) of diethyl-
stilbestrol per pound has been granted
for use In manufacturing finished feeds
within currently approved use levels of
5-20 milligrams per head per day; for
sponsor see No. 024264 in i 510.000(c)
of this chapter.

(d) Assay limits. Finished feed con-
taining below 0.00022 percent diethyl-
stilbestrol must have not less than 80
percent nor more than 120 percent of
labeled amount. Finished feed contain-
ing over 0.00022 percent dlethylstilbem-
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trol must have not less thall 85 percent
nor more than 115 percent of labeled
amount.

(e) Special considerations. Maximum
level of diethylstilbestrol permitted in
concentrate for cattle is 0.0044 percent.

C) Related tolerances. See__§ 556.190
of this chapter.

(g) Conditions of use. Itis used in dry
feed for beef cattle as follows:

(1) Amount. 5 to 20 milligrams per
head per day.

(2) Indications for use. Fattenmig of
beef cattle.

(3) Limitations. Use at 5 to 20 milli-
grams per head in not less than 1 pound
of feed; withdraw 7 days before slaugh-
ter; do not feed to breeding or dairy
animals; feed not more than, 10 milli-
grams per head per day to animals under
750 poufids body weight.
§ 558.305' Ipronidazole.

(a) Chemical name. -2-Isopropyl-1-
methyl-5-nitroimidazole.

(b) Approvals. Premix level contain-
ing 12.5 percent of the drug had been
granted; for-sponsor see No. 000004 in
§ 510.600(c) of this chapter.

(c) Assay limits. Finished feed con-
taining 0.00625 percent ipronidazole not
less than 75 percent nor more than 125
percent of labeled amount. Finished feed
containing 0.025 percent ipronidazole
not less than 80 percent nor more than
120 percent of labeled amount. Premix
not less than 98 percent nor more than
115 percent of labeled amount.

(d) Related tolerances. -See § 556.340
of this chapter.

(e) Special considerations. Finished
feed processed from feed supplements
that contain up to 0.0625 percent iproni-
dazole and that comply with the provi-
sions of both this paragraph and para-
graph (f) of this section is not required
to comply with the provisions of section
512(m) of the Federal Food, Drug, and
Cosmetic Act.

(f) Conditions of use. It is used in feed
for turkeys as follows:

(1) Amount per ton. Ipronidazole,
56.75 grams'(0.00625 percent).

(i) Indication for use. As an aid in the
prevention of blackhead (histomoniasis).
For increased rate of weight gain and im-
proved feed efficiency.

(ii) Limitations. Withdraw 4 days be-
fore slaughter. Do not feed to turkeys
producing eggs for food.
" (2) Amount per ton. Ipronidazole,

-56.75 grans (0.00625 percent) plus sul-
fadimethoxine, 56.75,grams (0.00625 per-
cent) plus ornietoprim; 34.05 grams
(0.00375 percent).

(I) Indications for use. As an aid in
the prevention of blackhead (histomo-
niasis) and coccidiosis caused by all
Eimeria species known to be pathogenic
to turkeys, namely, E. adenoeides, E. gal-
lopavonis, and E. meledzgrimitis; bacte-
rial infections due-to P. multocida (fowl
cholera).

(ii) Limitations. Withdraw 4 days be-
fore slaughter. Do not feed to turkeys
producing eggs for food.

(3) Amount per ton. Ipronidazole, "227
grams (0.025 percent).
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(I) Indications for use. For the treat-
ment of blackhead (histomonlasis) in
turkeys.

(it) Limitations. Withdraw 4 days be-
fore slaughter. Do not feed to turkeys
producing eggs for food. Feed for 7 days
at the 0.025 percent level. Follow treat-
ment with the-preventlve level (0.00625
percent) of Ipronidazole.
§ 558.315 Levamisole hydrochloride

(equivalent).
(a) Clemical name. -) -2,3,5,6-Tet-

rahydro-6-phenylimidazo [2,1-b] thia-
zole nonohydrochlorde.

(b) Specifications. Assay of not less
than 98 percent of nonaqueous titration
with 0.1N potassium isoproproxide; 1 Iso-
mer minimum 95 percent pure by optical
rotation.

(c) Approvals. Premix level 227 grams
per pound granted to No. 010042 in
§ 510.600(c) of this chapter.

(d) Assay limits. Finished feed 85-125
percent of labeled amount,

(e) Related tolerances. See § 556.350
of this chapter.

f) Conditions of use. Itis usdd in ani-
mal feed as follows:

(1) Cattle-(i) Amount per ton. 0.36-
3.6 grams (0.08-0.8 percent).

(ii) Indications for use. Treatment of
the following gastrointestinal worms and
lung worm infections; stomach worms
(Haemonhus, Trlchostrongylus, Oster-
tagia), intestinal worms (Trlchostron-
gylus Cooperia, Nematodirus, Bunosto-
mum, Oesophagostomum), and lung-
worms (Dictyocaulus).

(Cii) Limitations. Administer medi-
cated feed mixed thoroughly In one half
the usual amount of morning feed; the
medicated-feed mix should be consumed
within 6 hours; when medicated feed is
consumed resume normal feeding; medi-
cated feed is to be fed at the rate of 0.36
gram of levamisole hydrochloride (equiv-
alent) per 100 lb. of body weight; condi-
tions of constant helminth exposure may
require retreatment within 2 to 4 weeks
after the first treatment; do not
slaughter for food within 48 hours of
treatment; consult veterinarian before
using in severely debilitated animals; do
not administer to dairy animals of breed-
ing age; for use in pelleted or meal feeds
only; the label shall bear the caution,
"Muzzle foam may be observed. However,
this reaction will disappear within a few
hours. If this condition persists, a veteri-
narian should be consulted. Follow rec-
ommended dosage carefully."

(2) Swine-l) Amount per ton. 0.36
grams (0.8 percent)." (iI) Indications for use. Treatment of
the following nematode Infections; large
round worms (Ascaris suum), nodular
worms (Oesophagostomum spp.), lung-
worms (Metastrongylus spp.), intestinal
threadworms (Strongylodes ransomi).
"(il) Limitations. It is recommended

that regular feed be withheld overnight
and worming feed administered the fol-
lowing morning; feed 1 lb. of worming
feed per 100 lb. of body weight of pigs to
be treated; may be fed as sole feed or
thoroughly mixed with 1 to 2 parts of
regular feed prior to feeding; when medi-
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cated feed is consumed, resume normal
feeding. Pigs maintained undei condi-
tions of constant worm exposure may re-
quire re-treatment within 4 to 5 weeks"
after the first treatment due to reinfec-
tion; do not slaughter for food within 72
hours of treatment; the label shall bear
the caution, "Excessive salivation or
muzzle foam may be observed. This reac-
tion is occasionally seen and will disap-
pear in a short time after medication. If
pigs are ifected with matur1ungworms,
coughing and vomiting may be observed
soon after medicated feed is consumed.
This reaction is due to the expulsion of
worms from the lungs and will be over in
several hours.'
§ 558.325 Lincomycin.
(a) Specifications. Meets the specifica-

tions prescribed by § 453.30(a) (1) of this
chapter.

(b) Approvals. Premix level of 4 grams
per pound has been granted; for sponsor
see No. 000009 in § 510.600(c) of this
chapter.
(c) Assay limits. Finished feed not less

than 80 percent nor more than 130 per-
cent of labeled amount. Premix not less
than 90 percent nor more than 115 per-
cent of labeled amount.
(d) Related tolerances in edible prod-

ucts. See § 556.360 of this chapter.
(e) Conditions of use. (1) It is used in

feed for floor-raised broilers as follows:
(I) Amount per ton. 2 to 4 grams.
(I) Indications for use. For Increase

in rate of weight gain and improved
feed efficiency.

(iii) Limitations. As linconycinhydro-
chloride monohydrate.

(2) Lincomycin may also be used in
combination with:

(I) Amprollum, ethopabate, and 3-
nitro-4-hydroxyphenylarsonle acid In
accordance with §§ 121.210 and 121.262
of this chapter.

(i) Amprolluin and ethopabate in ac-
cordance with § 121.210 of this chapter.

(ill) Clopidol In accordance With
§ 558.175.

(lv) Buquinolate In accordance with
§ 558.105.
(v) Decoquinate in accordance with

§ 558.195.
(vi) Zoalene In accordance with

121.207 of this chapter.
(vii) Monensin In accordance with

§ 558.355.
viii) Robenidine -hydrochloride in

accordance with § 558.515.
(ix) 3 - Nitro - 4 - hydroxyphenyl-

arsonic acid, monensin sodium in ac-
cordance with § 121.262 of this chapter
and j 558.355.
§ 558.355 Monen in.

(a) Specifications. Monensin Is the
substance produced by the fermentation
of Streptomyces cfnnamonensis or the
same substance produced by any other
means. It is present as monensin or the-
sodium salt. A minimum of 90 percent of
monensin activity is derived from
monensinA.

(b) Approvals. Approvals for premixes
containing the specified levels of monen-
sin activity granted to firms identified by
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sponsor numbers in § 510.600(c) of this
chapter for the conditions of use indi-
cated in paragraph (f) of this section-are
as follows:

(1) To 000986: 44 or 45 grams per lb.,
paragraph (f) (1) (1).

(2) To 000986: 110 grams per lb.,
paragraph (f)(1) (i), (iii), (iv) and (v)
and (2) (i) and (ii).

(3) To 000986: 44 grams per lb. with
18 grams per lb. of 3-nitro-4-hydroxy-
phenylarsorilo acid, 110 grams per lb.
with 45 grams per lb. of 3-nitro-4-hy-
droxyphenylarsonic acid, paragraph (f)
(1) (i).

(4) To 012286: 303.5 grams per ton, as
monensin sodium, with .0138 percent 3-
nitro - 4 - hydroxyphenylarsonic acid,
paragraph (f) (1) (ii).

(5) To 011904: 14.67 grams per lb., as
monensin sodium, paragraph (f) (1) (1).

(6) To 011904: 11.786 grams per lb., as
monensin sodium, with 1.063 percent 3-
nitro-4-hydroxyphenylarsonic acid, 22
grams per lb., as monensin sodium, with
1.98 percent 3-nitro-4-hydroxyphenylar-
sonic acid, paragraph (f) (1) (ii).

(c) Assayl limits. Finished feed not less
than 75 percent nor more than 125 per-
cent of labeled amount of monensii
activity.

(d) Special considerations. Finished
feed containing monensin as the myceliaI
cake shall bear an expiration date of 90
days after its date of manufacture.

(e) Related tolerances. See § 556.420
of this chapter.

(f) Conditions of use. It is used as
follows:
/ (1) Broiler chickens-(i) Amount per
ton. Monensin, 90-110 grams.

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
R. necatrix, E. tenella, E. acervulina, E.
brunetti, H. mivati, and E. maxima.

(b) Limitations. Do not feed to laying
chickens; feed continuously as the sole
ration; withdraw 72 hours before slaugh-
ter; as monensin or monensin sodium.

(ii) Amount per ton. Monensin, 90-
110 grams, plus 3-nitro-4-hydroxy-
phenylarsonic acid 45.4 grams (0.005
percent).

(a) Indications for use. . Growth
promotion and feed efficiency, improving
pigmentation; as an aid in the preven-
tion of coccidiosis caused by E. necatrix,
E. tenella, E. acervulina, E. brunetti, E.
mivati and E. maxima.

(b) Limitations. Do not feed to laying
chickens; feed continuously as the sole
ration; withdraw 5 days before slaugh-
ter; as sole source of organic arsenic;
as monensin or monensin sodium.

(Ili) Amount per ton. Monensin, 90-110
grams plus bacitracin, 5-10 grams.

(a) Indications for use. For increased
rate of weight gain and improved feed
efficiency; as an aid in the prevention of
coccidiosis caused by E. necatrx, E.
tenella, E. acervulina, E. brunetti, E.
mivati, and E. maxima.

(b) Limitations. Do not feed to laying
chickens; feed continuously as sole ra-
tion; withdraw 72 hours before slaugh-
ter; as bacitracin nethylene disalicy-
late provided by No. 000794 in § 510.600-
(c) of this chapter; as monensin sodium.

(iv) Amount per ton. Mtonensin, 90-
110 grams plus bacitracin, 10 grams.

(a) Indications for use. For increased
rate of weight gain and improved feed
efficiency; as an aid in the prevention of
coccidiosis caused by E. necatrix, E.
ten~lla, E. acervulina, E. brunetti, E.
mivati, and E. maxima.

(b) Limitations. Do not feed to laying
chickens; feed continuously as sole ra-
tion; withdraw 72 hours before slaugh-
ter; as zinc bacitracin provided by No.
012769 in § 510.600(c) of this chapter;
as monensin sodium.

(v) Amount per ton. Monensin, 90-
110 grams plus bacitracin, 10-30 grams.

(a) Indications for use. For improved
feed efficiency; as an aid in the preven-
tion of coccidiosis caused by E. necatrix,
E. tenella, E. acervulina, E. brunetti, E.
mivati, and E. maxima.

(b) Limitations. Do not feed to laying
chickens; feed continuously as sole ra-
tion; withdraw 72 hours before slaugh-
ter; as zinc bacitracin provided by No.
012769 in §-510.600(c) of this chapter;
as monensin sodium.

(2) Floor raised broiler chickens-(t)
Amount per ton. Monensin, 90-110 grams
plus lincomycin, 2 grams.

(a) Indications for use. For Increase In
rate of weight gain and improved feed
efficiency; as an aid in the prevention of
coccidiosis caused by E. necatrix, E. ten-
ella, E. acervulina, E. brunetti, E. mivati,
and E. maxima.

(b) LimitatiOns. Do not feed to laying
chickens; to be fed as a sole ration, with-
draw 72 hours before slaughter; as mo-
nensin sodium.

(ii) Amount per ton. Monensin, 90-110
grams plus lincomycin, 2 grams and 3-
nitro-4-hydroxyphenylarsonic acid, 15-
45 grams.

(a) Indications for use. For ifcrease in
rate of weight gain; as an aid in the pre-
vention of coccidiosis caused by E. neca-
trix, E. tenella, E. acervulina, E. brunetti,
E. mivati, andB, maxima.

(b) Limitations. Do, not feed t6 laying
chickens; feed continuously as the sole
ration; withdraw 5 days before slaughter;
as sole source of organic arsenic; as 3-
nitro-4-hydroxyphenylarsonic acid pro-
vided by No. 017210, § 510.600(c) of this
chapter; as monensin sodium provided by
No. 000986, § 510.600(c) of this chapter;
as lincomycin provided by No. 000009,
§ 510.600(c) of this chapter; as a com-
bination provided by No. 000009,
§ 510.600(c) of this chapter.
§ 558.365 Nequinatc.

(a) Chemical name. Methyl 7-(ben-
zyloxy) - 6 - butyl - 1,4 dihydro - 4 - oxo-
3-quinoline carboxylate.

(b) Approvals. (1) Premix level con-
taining 4 percent nequinate granted to
No. 000046 in § 510.600(c) of this chapter.

(2) Premix level containing 4 percent
nequinate . granted to No. 017800 in
§ 510.600(c) of this chapter.

() Assay limits. Finished feed must
contain not less than 80 percent nor more
than 120 percent of nequinate.

(d) Related tolerances. See § 556.440
of this chapter.

-(e) Special considerations. Do not use
in feeds containing bentonite.

(f) Conditions of use. It Is used as
follows:

(1) Broiler or fryer chickens-l)
Amount per ton. Nequinate, 18.16 grams.

(a) Indications for use. An aid In the
prevention of coccidlosis caused by B.
tenella, E. necatrix, E. acervulina, E.
maxima, E. brunetti, and E. mivatl.

(b) Limitations. Feed continuously as
the sole ration.

(i) Amount per ton. Nequinate, 18.16
grams (0.002 percent) plus 3-nitro-4-
hydroxyphenylarsonic acid, 45,4 grams
(0.005 percent).

(a) Indications for use. An aid In the
prevention of coccidlosis caused by E,
tenella, E. necatrix, E. acervulina, R.
brlznetti, and E. mivati; growth promo-
tion and feed efficiency; for improving
pigmentation.

(b) Limitations. Feed continuously as
sole ration throughout the starting
period; withdraw 5 days before slaugh-
ter; as sole source of organic arsenic.

(Iit) Amount per ton. Nequinate, 18,10
grams (0.002 percent) plus oxytotracy-
cline, 200 grams.

(a) Indications for use. For control of
complicated chronic respiratory disease
(air-sac infection), infectious synovitis,
and treatment of. blue comb (nonspecifc
Infectious enteritis).

(b) Limitations As monoalkyl (C,-
Cs) trimethylammonium oxytetracy-
cline as provided by No. 000060 in § 810.
600(c) of this chapter.

(2) Roaster chickens or replacement
chickens for caged layers-() Amount
per ton. Nequinate, 18.16 grams (0.002
percent).

(it) Indications for use. An aid In the
prevention of coccidlosis caused by E.
tenella, E. necatrix, E. acervulina, B.
maxima, E. brunetti, and E. mivati.

(Ili) Limitations. Feed continuously as
the sole ration; do not feed to chickens
over 16 weeks of age.
§ 558.415 Novoblocln.

(a) Specifications. Novoblocin Is the
antibiotic substance produced by growth
of Streptomyces niveus or the same anti-
biotic substance produced by any other
means.

(b) Approvals. Premix level 25 grams
of novobiocin activity per pound granted
to No. 000009 as listed in § 510.600(o) of
this chapter.

(c) Assay limits. Finished feed not less
than 80 percent nor more than 120 per-
cent of labeled amount.

(d) Special considerations. Finished
feeds conforming to the requirements of
this section are exempt from the provi-
sions of section 512(m) of the Federal
Food, Drug, and Cosmetic Act.

(e) Related tolerances. See § 550.460
of this chapter.

(f) Conditions of use. It is used in
animal feeds as follows:

(1) Chickens-(i) Amount. Novoblo-
cin, 6-7 mags. per lb. body weight per day.

(a) Indications for use. Aid In the
treatment of breast blisters associated
with staphylococcal infections susceptible
to novobiocin.

(b) Limitations. Administer, as solo
ration, feed which contains not less than
200 grams of novoblocin activity per ton
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of feed; 'not for laying chickens; feed 5
to- 7 days; withdraw 4 days -before
slaughter.

(ii) -Amount- Novobiocin, 16-14 mags.
perlb. body weight per day.

(a) Indications for use. Treatment of
staphylococcal synovitis and generalized
staphylococcal infections susceptible to
novobiocin.

(b) Limitations. Administer, as sole
ration, feed which contains not less than
350 grams of novobiocin- adctivity per ton
of feed; not for laying chickens; feed 5
to 7 days; -withdraw 4 days before
slaughter.

(2) Tirkeys-(i) Amount. Novobiocin,
4-5 ings. per lb. body weight per day.

(a) Indications for use. Aid in the
treatment of breast blisters associated
with staphylococcal infections susceptible
tonovobiocin.
-C) Limitations. Administer, as sole
ration, feed which contains not less than
200 grams of novobiocin activity per ton
of feed;, not for laying.turkeys; feed 5 to
7 days; withdraw 4 days before slaughter.

(ii) Amount. Novobiocin, 5-8 mgs. per
lb. body weight per day.

(a) Indications for use. Aid in the
control of recurring outbreaks of fowl
cholera caused by stains of Pasteurella
multocida susceptible to novobiocin fol-
lowing initial treatment with 7-8 mgs.
per pound body weight per day.-

(b) Limitations.. Administer, as sole
ration, feed which contains not less than
200 grams of novobiocin activity per ton
of feed; feed 5 to 7 days; not for laying
turkeys; withdraw 4 days before sliugh-
ter.

(iiI) Amount. Novobiocin, 7-8 mags. per
lb. body weightper day.

(a) Indications for use. Treatment of
staphylococcal synovitis and generalized
staphylococcal infection susceptible to
novobiocin; trdatment of acute outbreaks
of fowl cholera caused by strains of Pas-
-teurella muitocida susceptible to novo-
biocin.

(b) Limitations. Administer, as sole
ration, feed which contains not less than

--350 grams of novobiocin activity per ton
of feed; feed.5 to 7 days; not for laying
turkeys; withdraw 4 days-before slaugh-
ter.

(3) Mink-fi) Amount. 20 rags. per lb.
body weight Per day. -

(ii) Indications for use. For treatment
of. generalized infectiQns, abscesses, or
urinary infections caused by staphylo-
coccal or other novobiocin sensitive
organisms.

- (iiI) Limitations. Administer, as sole
ration, feed which contains not less than
200 grams of novobiocin activity per ton
of feed; feed-for 7 days.
§ 558.435 Oleandomycin.

(a) S.peciIcations. It is the antibiotic
substance produced by the growth of
Streptomyces antibioticus or the same
antibiotic substance produced by any
other means, and for the purpose of this
section refers to oleandomycin or feed
grade oleandomycin.

(b) Approvals. Premix level of 5 grams
of oleandomycin activity per -pound,

granted to No. 000069 in § 510.600(c) of
this chapter.

(c) Assay limits. (1) Feeds containing
up to 11.25 grams of oleandomycin per
ton to contain 70 to 130 percent of the
labeled amount of product.

(2) Feed concentrates containing more
han 11.25 grams of oleandomycin per

ton to contain 75 to 125 percent of the
labeled amount of product.

(d) Related tolerances. See § 556.480
of this chapter.

(e) Special considerations. (1) Ben-
tonite should not be used n feeds con-
taining oleandomycin.

(2) Finished swine feeds processed
from concentrates that contain up to 225
grams of oleandomycin per ton and con-
forming to the requirements of para-
graph (f) (1) (11) of this section are not
required to comply with the provisions
of section 512(m) of the act.

(f) Conditions of use. (1) It is used
in animal feed as follows:

(i) Chickens and turkeys-(a) Amount
per ton. Oleandomycin, 1-2 grams.

( (b) Indications for use. For increased
rate of weight gain and Improved feed
efficiency for floor raised broiler chickens
and growing turkeys.

'(c) Limitations. Not to be used for
laying hens.

(i) Swine-(a) Amount per ton. Ole-
andomycin, 5-11.25 grams.

(b) Indications for use. For increased
rate of weight gain and improved feed
efficiency for confined and pasture raised
swine.

(c) Limitations. Not to be used for
breeding swine.

(2) Oleandomycin may also be used In
combination with amprolium In accord-
ance with § 121.210 of this chapter.
§558.465 Poloxalene liquid fced sup-

plernent.
(a) Specifications. Poloxalene liquid

feed ,suppletnent contains poloxalene
meeting the specifications given in
§ 520.1840 of this chapter.

(b) Approvals. Premix level 99.5 per-
cent granted to No. 000007 In § 510.600
(c) of this chapter. •

c) Assay limits. Medicated liquid feed
supplement must contain not less than
85 percent nor more than 115 percent of
labeled aniount of poloxalene.

d) Conditions of use. (1) -For preven-
tion of legume (alfalfa, clover) bloat in
cattle.

(2) Poloxalene liquid premix must be
thoroughly blended and evenly distrib-
uted iito a liquid feed supplement and
offered to cattle in a covered liquid feed
supplement feeder with lick wheels. The
formula for the liquid feed supplement,
on a weight/weight basis, is as follows:
Ammonium polyphosphate 2.660 percent,
phosphoric acid (75 percent) 3.370 per-
cent, sulfuric acid 1.000 percent, water
10.000 percent, and molasses sufficient to
make 100.000 percent, vitamins A&D
and/or trace minerals may be added.
Poloxalene liquid premix (99.5 percent)
is to be added to the liquid feed supple-
ment at a level of 7.5 grams (1.65 percent
w/w) per pound of the liquid feed sup-
plement. One free-turning lick wheel per

25 head of cattle must be provided and
each animal must consume the medi-
cated liquid feed supplement at the rate
of 0.2 pound per 100 pounds of body
weight per day for adequate protection.
The medliated liquid feed supplement
must be introduced at least 2-5 days be-
fore legume conunption to accustom the
cattle to the medicated liquid feed sup-
plement and to lick wheel feedings. If
the medicated lquid feed supplement
feeding is interrupted, this 2-5 day in-
troductory feeding should be repeated.
§ 558.485 Pyrantel tartrate.

(a) Approvals. Premix level 10.6 per-
cent (48 grams per pound) granted to
Nos. 000069 and 017800 in § 510.600(c) of
this chapter.

(b) Assay limits. Finished feed 88-118
percent of labeled amount.

Cc) Related tolerances. See § 556.560
of this chapter.

(d) Special considerations. (1) Con-
suit veterinarian before using in severely
debilitated animals.

(2) Finished feeds processed from feed
supplements that contain up to 0.0881
percent of pyrantel tartrate and that
comply with the provisions of paragraph
(e) (1) and (2) of this section, are ex-
empted from the requirements of section
512(m) of the act.

(3) Do not mix in feeds containing
bentonite.

(e) Conditions of use. Itis usedin feed
for swine as follows:

(1) Amount per ton. 96 grams (0.0106
percent).

(t) Indications for use. Aid in the pre-
vention of migration and establishment
of large roundworm (Ascaris-suum) in-
fections; aid In the prevention of estab-
11shment of nodular worm (Oesophagos-
tomum) infections.

(11) Limitations. Feed continuously as
the sole ration in a complete feed; With-
draw 24 hours prior to slaughter.

(2) Amount per ton. 96 grams (0.0106
percent).

(i) Indications for use. For the remov-
al and control of large roundworm
(Ascaris suum) infections.

(ii) Limitations. Feed for 3 days as the
sole ration in a. complete feed; withdraw
24 hours prior to slaughter.

(3) Amount per ton. 800 grams (0.0881
percent).

(I) Indications for use. For the re-
moval and control of large roundworm
(Ascaris suum) and nodular worm
(Oesophagostomum) infections.

(1I) Limitations. As a single therapeu-
tic treatment In complete feed; feed at
the rate of 1 lb of feed per 4( lb of body
weight for animals up to 200 lb,-and 5 lb
of feed per head for animals 200 lb or
over; withdraw 24 hours prior to
slaughter.
§ 558.505 Reserpie.

(a) Chemical name. 3,4,5-Trimethoxy-
benzoyl methyl reserpate.

(b) Specifications. For the purpose of
this section, the term reserpine refers to
reserpine or feed.grade reserpine; assay
94-102 percent (anhydrous basis). .-
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(c) Approvals. Premix level of reser-
pine 0.08 percent has been granted to No.
000003 in § 510.600(c) of this chapter.

(d) Assay limits. Finished feed 80-120
percent of labeled amount.

(e) [Reserved]
(f) Related tolerances. See § 556.570 of

this chapter.
(g) Conditions of use. It is used in feed

for turkeys as follows:
(1) Amount per ton. Reserpine, 0.182

gram (0.00002 percent).
(I) Indications for use. To aid in the

prevention of aortic rupture.
(ii) Limitations. For turkeys over 4

weeks of age.
(2) Amount per ton. Reserpine, 0.182

grams (0.00002 percent) plus penicillin,
2.4-50 grams.

(I) Indications for use. Growth pro-
motion, and feed efficiency; to aid in the
prevention of aortic rupture.

(i) Limitations. As procaine penicil-
lin; for turkeys over 4 weeks of age.

(3) Amount per ton. Reserpine, 0.182
gram (0.00002 percent) plus pencillin-
bacitracin, 3.6-50 grams.

(I) Indications for use. Growth pro-
motion and feed efficiency; to aid in the
prevention of aortic rupture.

(it) Limitations. As procain6 penicillin
plus manganese bacitracin; for turkeys
over 4 weeks of age.

(4) Amount per ton. Reserpine, 0.182
gram (0.00002 percent) plus bacitracin,
4-50 grams.

(i) Indications for use. Growth pro-
motion and feed efficiency; to aid in the
prevention of aortic rupture."

(I) Limitations. As bacitracin; for tur-
keys over 4 weeks of age.

(5) Amount per ton. Reserpine, 0.908
gram (0.0001 percent).

(i) Indications for use. To lessen the
incidence of aortic rupture.

(ii) Limitations. For turkeys over 4
weeks of age; feed not to exceed 5 days.
§ 558.515 Robenidine hydrochloride.

(a) Chemical name. 1,3-Bis(para-
chloro-benzylideneamino) -guanidine hy-
drochloride.

(b) Approvals. Premix level of 30 grams
per pound has been granted to No.
010042 in § 510.600(c) of this chaptdr.

(c) Assay limits. Finished feed not less
than 80 percent nor more than 120 per-
cent of labeled amount. Premix not less
than 95 percent or more than 115 percent
of labeled amount.

(d) Special considerations. Finished
feed containing robenidine hydrochloride
must be fed within 50 days from the date
of manufacture. Do not use in feeds con-
taining bentonite.

(e) Related tolerances in edible prod-
ucts. See § 556.580 of this chapter.

(f) Conditions of use. It is used in
feed for chickens as follows:

(1) For broiler and fryer chickens-
(I) Amount per ton. Robenidine hydro-
chloride, 30 grams (0.0033 percent).

(a) Indications for use. As 'an aid in
the prevention of coccidiosis caused by
E. mivati, E. brunetti, E. tenella, E.
acervulina, E. maxima, and E. necatrix.

(b) Limitations. Do not feed to layers;
feed continuously as the sole ration;
withdraw 5 days prior to slaughter.

(ii) Amount per ton. Robenidine hy-
drochloride, 30 grams (0.0033 percent)
plus roxarsone (3-nitro-4-hydroxy-
phenylarsonic acid), 22.5-45.4 grams
(.005 percent).

(a) Indications for use. As an aid in
the prevention of coccidlosis caused by
E. mivati, E. brunetti, E. tenella,
E. acervulina, E. maxima, and R. neca-
trix and increased rate of weight gain.I (b) Limitations. Do not feed to layers;
feed continuously as the sole ration;
withdraw 5 days prior to slaughter; as
sole source of organic arsenic. Roxarsone
provided by No. 017210, § 510.600(c) of
this chapter.

(iiI) Amount per ton. Robenidine hy-
drochloride, 30 grams (0.0033 percent)
plus chlortetracycline, 100 grams.

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. mivati,-E. brunetti, E. tenella, E.
acervulina, E. maxima, and E. necatrix;
as an aid in the control of chronic res-
piratory disease (CRD) caused by At.
gallisepticum susceptible to chlortetra-
cycline; as an aid in the control of in-
fectious synovitis caused by M. synoviae
susceptible to chlortetracycline.

(b) Limitations. For broiler or fryer
chickens only; withdraw 5 days prior to
slaughter; do not feed to layers, feed con-
tinuously as sole ration; as chlortetra-
cycline hydrochloride provided by No.
010042, § 510.600(c) of this chapter.

(iv) Amount per ton. Robenidine hy-
drochloride, 30 grams (0.0033 percentl
plus chlortetracycline, 200 grams.

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. mivati, E. brunetti, E. tenella, E. acer-
vulina, E. maxima, and EB.necatrix; as
an aid in the treatment of infectious
synovitis, caused by M. svnoviae suscep-
tible to chortetracyeline; as an aid in
the control of chronic respiratory disease
(CRD) caused by M. gallisepticum sus-
ceptible to chiortetracycline.

(b) Limitations. Withdraw 5 days
prior to slaughter; do not feed to layers;
feed continuously as sole ration; as chlor-
tetracycline hydrochloride provided by
No. 010042, § 510.600(c) of this chapter.

(v) Amount per ton. Robenidine hy-
drochloride, 30 grams (0.0033 percent)
plus chlortetracycline, 500 grams.

(a) Indications for use. As an aid in
the prevention of coccidiosis caused by
E. mivati, E. brunetti, E. tenella, E. acer-
vulina, E. maxima, and E. necatrix; as an
aid in the reduction of mortality due to
E. coli susceptible to chlortetracycline.

(b) Limitations. Withdraw 5 days
prior to slaughter; do not feed to layers;
not to be fed continuously for more than
5 days; as chlortetracycline hydrochlor-
ide provided by sponsor No. 010042,
§ 510.600(c) of this chapter.

(2) For floor-raised broiler and fryer
chickens-(i) Amount per ton. Robeni-
dine hydrochloride, 30 grams (0.0033
percent) plus lincomycin, 2 grams.

(il) Indications for use. For increase
in rate of weight gain and improved feed
efficiency and as an aid in prevention of
coccidiosis caused by E. mivati, E.
brunetti, E. tenella, E. acervulina, E.
maxima, and E. necatrix.

(iii) Limitations. Do not feed to laying
hens; feed continuously as the role ra-
tion; withdraw 5 days before slaughter;
lincomycin as provided by No. 000009,
§ 510.600(c) of this chapter; approval for
this combination granted to No. 000009
as identified In § 510.600(c) of this
chapter.
§ 558.525 Ronnel.

(a) Chemical name. O,O-Dlmethyl
O-(2,4,5-trilchiorophenyl) phosphoro-
thioate.

(b) Approvals. (1) Premix levels 18
and 40 percent have been granted to No.
025700 in § 510.600(c) of this chapter.

(2) Premix level 5.5 percent in mineral
premix has been granted to No. 021930
in § 510.600(c) of this chapter.
(c) Assay limits. Feed supplement

80 to 120 percent of labeled amount.
(d) Special considerations. (1) Maxi-

mum level permitted in a medicated
concentrate 6 percent.

(2) The label shall bear adequate di-
rections and warnings for use, which'
shall also include:
(i) A statement in the case of feed

additive supplements containing ronnel
that such supplements shall be thorough-
ly mixed with ground grain for top
dressing or with complete ration.

(ii) A statement that ronnel-medi-
cated feed concentrate Is to be used as
the sole source of ronnel medication.

(III) "Warning-Ronnel Is a cholnes-
terase Inhibitor. Do not use this product
in animals simultaneously or within a
few days before or after exposure to
cholinesterase Inhibiting drugs, pesti-
cides, or chemicals."
(e) Related tolerances. See 40 CFR

180.177.
(f) Conditions o/ use. It Is used In the

feed of beef cattle and ,nonlactating
dairy animals as follows:

(1) Amount. 0.00078 lb. (0.35 gram)
per 100 lb. body weight per day for 14
days.

(i) Indications for use. Control of
grubs.

(ii) Limitations. Feed 0.00078 lb. (0.35
gram) per 100 lb. of animal weight per,
day for 14 days in a feed supplement
containing not over 0.26 percent ronnel;
withdraw from dairy animals 10 days
before calving; if dairy cows or heifers
freshen during medication, or If medica-
tion has not been withdrawn the re-
quired 10 days prior to freshening, mill,
must not be used for food for 10 days
after the last treatment; wlthdr&aw 10
days prior to slaughter.

(2) Amount. 0.0018 lb. (0.82 gram) per
100 lb. body weight per day for 7 days.

(I) Indications for use. Control of
grubs; aid In the reduction of cattle lice,
when the drug is used for cattle grub
control.

(ii) Limitations. Feed 0.0018 lb. (0.82
gram) per 100 lb. animal weight per day
for 7 days In a feed supplement contain-
ing not over 6 percent ronnel; withdraw
from dairy animals 10 days; If dairy
cows or heifers freshen during, med-
ication, or if medication has not been
withdrawn the required 10 days prior
to freshening, mill: must not be used
for food for 10 days after the last
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treatment; withdraw 10 days prior .to
slaughter.

(3) Amount. 0.01375 lb. (6.24 gram)
per 100 lb. body weight per month for
not less thani 75 days.

(I) Indications for use. Control of
grubs and hornflies.

(i) Limitations. Feed 0.25 lb. of a min-
eral supplement in granular form con-
taining 5.5 percent ronnel per 100 lb. of
animal .weight per month for not less
than 75 days; withdraw from dairy ani-
mals 10 days before calving; if dairy cows
or heifers freshen during medication, or
if medication, has not been withdrawn
the required 10 days prior to freshening,
milk must not be used for food for 10
days after the last treatment;, withdraw
10 days prior to slaughter.

"(4) Amount. 0.0009 lb. (0A1 gram) per
100 lb. body weight per-day for 14 days.

(i) Indications for use. Control of
grbs.

(Gi) Limitations. Feed 0.0009 lb. (0.41
gin.) per 100 lb. of animal weight per day
for 14 days in a feed supplement con-
taining 0.3 percent ronnel; withdraw
from dairy animals 10 days before calv-
ing, if dairy cows or heifers freshen dur-
ing medication, or if medication has not
been withdrawn the required 10 days
prior to freshening, milk must not be
used for food for 10 days after the last
treatment; withdraw 10 days prior to
slaughter.

(5) Amount. 0.012 lb. (5.5 gram) per
100 lb.-body weight per nionth for not
less than 75 days.

(I). Indications for use. Control of
grubs and hornflies.-

(ii) Limitations. Feed 0.2 lb. of mineral
supplement containing 6 percent ronnel
per- 100 lb. of animal weight per month
for not less than 75 days; withdraw from
dairy animals 10 days before calving; if
dairy cows or heifers freshen during
medication, or if medication has not been
withdrawn the required 10 days prior to
freshening, -1hilk must not be used for
food for 10 days after the last treat-
ment; withdraw 10 days prior to
slaughter.

, § 558.565 Styrylpyrldinium chloride, di-
ethylcarbamazine (as base).

(a) Chemical name. (1) Styrylpyri-
diniuin chloride: 2-fp-Chlorostyryl)-1-
Inethylpyridinium chloride,

,X2) Diethylcarbamazine: NN-Diethyl-.
4-methyl-l-piperazine-carboxamide.

(b) Approvals. Finished feed contain-
ing 0.035 percent styrylpyridinium
chloride, and 0.021 percent diethylcar-
bamazine (as base) has been granted
to No. 010042 in § 510.600(c) of this
chapter.

(c) Conditions of use. (1) It is used
for the-control of hookworms (Ancylos-
toma caninum) and roundworms (Toxo-
cara canis) and for the prevention of
heartworm disease (Diroftlaria immitis)
in dogs.

(2) Finished feed containing 0.035 per-
cent styrylpyridinium chloride and 0.021
percent diethylcarbamazine (as. the
base) is administered to dogs as follows:
Maximum stressed dogs are fed an
amount of the finished feed in ounces
equal to the dogs body weight In
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pounds divided by 4. Medium stressed
dogs are fed an amount of the finished
feed in ounces equal to the dogs body
weight in pounds divided by 4.5. Low
stressed dogs are fed an amount of the
finished feed in ounces equal to the dogs
body weight in pounds divided by 5.
Underweight dogs are fed 10 percent
more than the amounts specified In
this paragraph. Overweight dogs are
fed 10- percent less than the amounts
specified in this paragraph, with ad-
justments made every 7 days until the
desired body weight is obtained.

(3)- Dogs with established heartworm
infections should not -be treated with
the drug until they have been converted
to a negative status. For the prevention
of. heartworm infestation, the drug
should be administered before the mos-
quito season and as soon as young pup-
pies are born. The drug should be admin-
istered continuously during periods of
exposure to hookworm, roundworm, and
heartworm infestations to control recur-
ring burdens of hookworms and round-
worms and prevent the maturation of
immature heartworms (third stage in-
fective larvae) into adults.

(4) Federal law restricts this drug to
use by or on the order of a licensed
veterinarian.
§ 558.575 Sulfndimcthoxine, ormcto-

prim.
Ca) Chemical names. (1) Sulfadf-

methoxine: N'(2,6-Dlmethoxy-4-pyrimi-
dinyl) -sulfanilamide.
• (2) Ormetoprim: 2,4-Dlamlno-5(6-

methylveratryl) pyrimidine.
(b) Approvals. Premix levels contain-

ing 25 percent of sulfadmethoxinbe and
15 percent of ormetoprim granted to
No. 000004 in §510.600(c) of this
chapter.

c) Assay limits. (1) Finished feed
containing 0.01 percent of combined
drug must contain not less than 75 per-
cent nor more than 125 percent of either
ormetopriin or sulfadimethoxine.

(2) Finished feed containing 0.02 per-
cent of combined drug must contain not
less than 85 percent nor more than 115
percent of either ormetoprim or sul-
fadimethoxine.

(d) Relatedgtoleranees. See § 556A90
of this chapter.

(e) Conditions of use. It is used In
feeds for animals as follows:

(1) Broiler chickens-() Amount per
ton. Sulfadimethoxine, 113.5, grams
(0.0125 percent) plus ormetoprim, 68.1
grams (0.0075 percent).

(a) Indications for use. As an aid in
the prevention of coccidosis caused by
all Eimeria species known to be patho-
genic to chickens, namely, E. tenella, E.
necatrix, E. acervulina, E. brunetti, E.
mivati, and E. maxima, and bacterial in-
fbetions due to H. gallinarum (infectious
coryza), E. colt (collbacilloss) and P.
multocida (fowl cholera).

(b) Limitations. Feed as sole ration;
withdraw 2 days before slaughter.

(il) Amount per ton. Sulfadimethox-
ine, 113.5 grams (0.0125 percent) plus
ormetoprlm, 68.1 grams (0.0075 percent)
plus 3 - nitro- 4 - hydroxyphenlyarsonic
acid, 22.7 grams (0.0025 percent).
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(a) Indications for use. As an aid in
the prevention of coccidiosis caused by-
all Eimeria species known to be patho-
genic to chickens, namedy E. tenella, E.
necatrt, E. acervulina, E. brunetti, E.
micati, and E. maxima, and bacterial in-
fections due to H. gallinarum (infectious
coryza), E. coil, (colibacillosis); and P.
multocida (fowl cholera) ; growth promo-
tion and feed efficiency; improving
pigmentation.

(b) Limitations. Withdraw 5 days be-
fore slaughter; as sole source of organic-
arsenic.

(2) Replacement chickens - (I)
Amount per ton. Sulfadimethoxine, 113.5
grams (0.0125 percent) plus ormeto-
prim, 68.1 grams (0.0075 percent).

(il) Indications for use. As an aid in
the prevention of coccidlosis caused by
all Eimeria species known to be patho-
genic to chickens, namely E. tenella, E.
necatrt, E. acervulina, E. brunetti, E.
mivati, and E. maxima, and bacterial in-
fections due to H. galmaxima, and
bacterial infections due to H. galflinarum.
(infectious coryza), E. coli (colibacil-
losis) and P. multocida (fowl cholera)-

(Il) Limitations. Feed as a sole ration;
do not feed to chickens over 16 weeks
(112 days) of age; withdraw 2 'days be--
fore slaughter.

(3) Turkeys-C() Amount per ton.
Sulfadilmethoxine, 56.75 grams (0.00625
percent) plus ormetopim, 34.05 grams
(0.00375 percent).

(a) Indications for use. As an aid in
the prevention of cccidlosis caused by
all Eimeria species known to be patho-
genic to turkeys, namely, E. adenoeides,
E. alloparonis, and E. meleagrimitis end
bacterial infection due to P. multocida
(fowl cholera).

(b) Limitations. Do not feed to tur-
keys producing eggs for food; withdraw 2
days before slaughter.

(it) Amount per ton. Sulfadimethox-
Jne, 56.75 grams (0.00625 percent) plus
ormetoprim, 34.05 grams (0.00375 per-
cent) plus ipronidazole, 56.75 grams
(0.00625 percent).

(a) Indications for use. As an aid in
the prevention of coccidlosis caused by
all Efmeria species known to be patho-
genic to turkeys, namely, Z. adenoeides,
E. gallopavonis, and E. meleagrimitis;_
bacterial infections due to P. multocida
(fowl cholera); and blackhead (histo-
monlasis).

(b) Limitations. Do not feed to tur-
keys producing eggs for food; withdraw
4 days before.slaughter.
§ 558.615 Thiabenldazole.

(a) Chemical name. 2-C4"-Thiazolyl)-
benzimidazole.

(b) Specifications. Conforms to N.F.
= specifications.

Cc) Approvals. In dry premix, levels
of 22, 44.1, 66.1 percent. The 66.1 percent
level is solely for the manufacture of cane
molasses liquid supplement which is
mixed in dry feeds; for sponsor see No.
000006 In § 510.600(c) of this chapter.

(d) Assay limits. Finished feed con-
taining less than 7 percent thiabenda-
zole: 85-115 percent of labeled amount.
Finished feed containing 7 percent; or
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inore of thiabendazole: 90-110 percent of
labeled amount.

(e) Special considerations. Maximum
level permitted in a medicated supple-
-ment: 9.9 percent. Not to be used in feeds
containing bentonite.

(f) Related tolerances. See § 556.730
of this chapter.

(g) Conditions of use. It is used in
feed for animals as follows:

(1) Cattle-(i) Amount. 3 grams per
100 lb. body weight.

(a) Indications for use. Control of in-
fections of gastrointestinal roundworms
(Trichostrongylus spp., Haemonchus
spp., Ostertagia spp., Nematodirus spp.,
Oesophagostomum radiatum).

(b) Limitations. Use 3 grams per 100 lb.
body weight at a single dose; may repeat
once in 2 to 3 weeks; do not treat animals
within 3 days of slaughter; milk taken
from treated animals within 96 hours
(8 milkings) after the latest treat-
ment must not be used for food.

(ii) Amount. 5 grams per 100 lb. body
weight.

(a) Indications for use. Control of
severe Infections of gastrointestinal
roundworms (Trichostrongylus spp.,
Haemonchus spp., Ostertagia spp.,
Nematodirus spp., Oesophagostomum
radiatum); control of infections of
Cooperia spp.

(b) Limitations. 5 grams per 100 lb.
body weight at a single dose or divided
Into 3 equal doses, administered 1 dose
each day, on succeeding days; may repeat
once In 2 to 3 weeks; do not treat animals
within 3 days of slaughter; milk taken
from treated animals within 96 hours
(8 milkings) after the latest treatment
must not be used for food.

(2) Goats-(l) Amount. 3 grams per
100 lb. body weight.

(ii) Indications for use. Control of
severe infections of gastrointestinal
roundworms (Trichostrongylus spp.,
Haemonchus spp., Ostertagia spp., Co-_
operia spp., Nematodirus spp., Bunosto-
mum spp., Strongyloides spp., Chabertia
spp., and Oesophagostomumz. spp.).

(Ill), Limitations. 3 grams per 100 lb.
body weight at -a single dose; do not treat
animals within 30 days of slaughter; milk
taken from treated animals within 96
hours (8 milkings) after the latest treat-
ment must not be used for food.

(3) Sheep and goats-(i) Amount. 2
grams per 100 lb. body weight.

(Ii) Indications for use. Control of in-
fections of gastrointestinal roundworms
(Trichostrongylus spp., 'Haemonchus
spp., Ostertagia spp., Cooperia spp.;
Nematodirus spp., Bunostomum spp.,
Strongyloides spp., Chabertia spp., and
Oesophagostomum spp.) ; also active
against ova and larvae passed by sheep
from 3 hours to 3 days after the feed is
consumed (good activity against ova and
larvae of T. coZubriformis and axei, Os-
tertagia spp., Nematodirus spp., Stron-
gyloides spp.; less effective against
those of Haemonchus contortus and
Oesophagostomum spp.).

(iii) Limitations. Use 2 grams per 100
lb. body weight at a single dose; do not
treat animals within 30 days of slaugh-
ter; milk taken from treated animals
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within 96 hours (8 milkings) after the
latest treatment must not be used for
food.

(4) For swine-(i) Amount. 45.4-908
grams per ton (0.005-0.1 percent).

(ii) Indications for use. Aid in the pre-
vention of infections of large round-
worms (genus Ascaris).

(III) Limitations. Administer continu-
ously fedd containing 0.05-0.1 percent
thiabendazole per ton for 2 weeks fol-
lowed by feed containing 0.005-0.02 per-
cent thiabendazole per ton for 8-14
weeks; do not treat animals within 30
days of slaughter.

§ 558.625 Tylosin.
(a) Specifications. Tylosin is the anti-

biotic substance produced by growth of
Streptomyces fradiae or the same antibi-
otic substance produced by any other
means.

(b) Approvals. Premix levels of tylo-
sin granted "to firms as sponsor(s) and
identified by drug listing numbers in
§ 510.600(c) of this chapter for the
specific usage indicated in paragraph (f)
of this section:

(1) To 000986: 10, 40 alid 100 grams per
pound, paragraphs (f) (1) (ii) through
(f) (1) (vi) of this section; 40 grams per
pound, paragraph (f) (1) (i) of this sec-
tion.

(2) To 017255: 10 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(3) To 043733: 4 and 10 grams per
pound; paragraph (f) (1) (vi) (a) of this
section.

(4) To 011490: 10 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(5) To 017800: 0.4 and 0.8 gram per
pound, paragraph (f) (1) (vi) (a); 10
grams per pound, paragraphs (f) (1) (i)
and (f) (1) (vi) (a) of this section; 40
grams per pound, paragraphs (f) (1) (1),
(f) (1) (vi) (a), (b), (c), and (d) of this
section.

(6) To 018356: 0.66, 1.33, 6.66 grams
per pound; paragraph (f) (1) (vi) (a) of
this section.

(7) To 017162: 0.4 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(8) To 035369: 4 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(9) To 043727: 4 and 10 grams per
pound; paragraph (f) (1) (vi) (a) of this.
section.

(10) To 012286: 0A and 0.8 gram per
pound; paragraph (f) (1) (vi) (a) of this
section.

(11) To 017274: 8 or 10 grams per
pound; paragraph (f) (1) (vi) (a) of this
section. -

(12) To 021930: 2 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(13) To 035393: 0.4 and 2 grams per
pound; paragraph (f) (1) (vi) (a) of this
section.

(14) To 016968: 4 and 10 grams per
pound; paragraph (f) (1) (vi) (a) of this
section.

(15) To 026186: 4, 10, and 20 grams per
pound; paragraph (f) (1) (vi) (a) of this
section.

(16) To 024817: 5 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(17) To 021780; 0.8 gram per pound;
paragraph (f) (1) (vi) (a) of this section.

(18) To 017434: 0.4 gram per pound;
paragraph (f) (1) (vi) (a) of this section.

(19) To 033999: 0.8 gram per pound;
paragraph (f) (1) (vi) (a) of this section.

(20) To 033071: 0.4 and 0.8 gram per
pound; paragraph (f) (1) (vi) (a) of this
section.

(21) To 043426: 2.0 grani per pound;
paragraph (f) (1) (vi) (a) of this section.

(22) To 026282: 10 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(23) To 030804: 0.8 gram per pound;
paragraph (f) (1) (vi) (a) of this section.

(24) To 025796: 10 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(25) To 043743: 10 grams per pound,
paragraph (f) (1) (vi) (a) of this section.

(26) To 034418: 10 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(27) To 020275: 40 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(28) To 034139: 4 grams per pound;
paragraph (f) (1) (vi) (a) of this section.

(29) To 043744: 0.4 gram per pound;
paragraph (f) (1) (vi) (a) of this section.

(30)-(31) [Reserved)
(32) To 018507: 0.4 gram per pound;

paragraph (f) (1) (vi) (a) of this section,
(c) Assay limita. Finished feed not

less than 75 percent nor more than 125
percent of labeled amount,

(d) Special considerations. The manu-
facture of finished feeds containing tylo-
sin phosphate does not require compli-
ance with the provisions of section 512
(m) of the Federal Food, Drug, and Cos-
metic Act if: -

(1) Processed from feed supplements
or concentrates for:

(I) Chickens at not more than 200
grams per ton.

(ii) Swine at not, more than 500 grams
per ton.

(iii) Cattle at not more than 300
grams per ton and complying with para-
graph (f) (1) (i) of this section.

(2) Processed from premixes which
contain not more than 10 grams of tylo-
sin per pound and conforming to the pro-
visions of paragraph (f) (1) (vi) (a) of
this section.

(e) Related tolerances. See § 556,740
of this chapter.

(f) Conditions of use. (1) It is used In
animal feeds as follows:

(I) For beef cattle-W(a) Amount per.
ton. 8-10 grams.

(b) Indications for use. For reduction
of incidence of liver abscesses caused by
Sphaerophorus necrophorus and Coryne-
bacterius pyogenes.

(c) Limitations. As tylosin phosphate;
each animal must receive not more than
90 milligrams per day and not less than
60 milligrams per day; feed continuously
as sole ration.

(it) Broiler chickens-(a) Amount per
ton. Tylosin, 800-1000 grams.

(b) Indications for use. To aid In the
control of chronic respiratory disease
caused by Mycoplasma gallisepticum,

(c) Limitations, As tylosin phosphate;
withdraw 5 days before slaughter; ad-
minister in feed to chickens 0 to 5 days
of age, follow with second administra-
tion in feed for 24-48 hours at 3 to 5
weeks of age.

(iI) Chickens-(a) Amount per ton.
Tylosin, 4-50 grams.
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(1) Indications lor use. For increased
rate of weight gain and improved feed
efficiency.

(2) Limitations. As tylosin phosphate.
(b) Amount per ton. Tylosin, 3.2-50

grams combined -with penicillin.
(1) Indications for use. For increased

rate of weight gain and improved feed
efficiency.

(2) Limitations. Use 1.2 parts of peni-
cillin to 2.0 parts of tylosin; as tylosin
phosphate and procaine penicillin.

(iv) Laying chickens-(a) Amount per
ton. Tylosin, 20-50 grams.

(b) Indications for use. For improved
feed efficiency.

(c) Limitations. As tylosin phosphate.
(v) Replacemeatt c h i c k e n s-(a)

Amount per ton. Tylosin, 1,000 grams.
(b) Indications for use. To aid in the

control of chronic respiratory disease
caused by Mycoplasmws gallisepticum.

(c) Limitations. As tylosin phosphate;
withdraw 5 days before slaughter; ad-
minister in feed to chickens 0 to 5 days
of age, follow- with second administra-
tion in feed for 24 to 48 hours at 3 to 5
weeks of age.

(vi) Swine--(a) Amount per ton. Ty-
losin, 10-100 grams.

() Indicatfons for use. Fbr increased
rate of weight gain and improved feed
efficiency.

(2) Limitations. As tylosin phosphate;
continuous use as follows: Grams per
ton: 20-100, prestarter or starter; 20-40,
grower; 10-20, finisher.

(b) Amount per ton. Tylosin, 40-100
grams.

(1) Indications for use. Prevention of
swine dysentery (vibrionic).

, (2) Limitations. Use 100 grams per ton
for at least 3 weeks followed by 40 drams
per ton until market weight; as t'losin
phosphate.

(c) Amount per ton. Tylosin, 40-100
grams.

(1) Indications for use. Treatment and
control of swine dysentery (vibrionic).

(2) Limitation&. Administer in feed as
tylosin phosphate after treatment with
tylosin in drinking water as tylosin base;

,0.25 gram per gallon in drinking water
for 3-10 days, 40-100 grams per ton in
feed for 2-6 weeks.

(d) Amount per ton. Tylosin, 100
grams.

(1) Indications for use. Maintaining
weight gains and feed efficiency in pres-
ence of atrophic rhinitis.

(2.) Limitations. As tylosin phosphate.

(2) Tylosin may also be used with:
(D Zoalene as in § 121207 of this

chapter. t

() Hygromycn B as in § 121213 of
'this chapter.

(111) Amprollum as in § 121.210 of this
chapter.
§ 558.630 Tylosin and sulfarnethazine.

(a) Specifications. (1) Tylosin Is the
antibiotic substance produced by growth
of Streptomyces fradfae or the same an-
tibiotic substance produced by any other
means.

(2) Sulfamethazine Is the chemical
N'- (4,6-dlmethyl-2-pyrlmldinyl) sulfa-
nilamide.

(b) Approvals. Premix levels, a com-
bination of equal amounts of tylosin and
sulfamethazine, granted to firms as
sponsor(s) and Identified by drug listing
numbers in § 510.600(c) of this chapter
for the conditions of use indicated in
paragraph (f) of this section:

(1) To 000986: 40 grams per pound
each, paragraph (f) (2) (i).

(2) To 000986, 012190: 10 grams per
pound each, paragraph (f) (2) (1).

(3) To 017255, 016968, 025796, 034500:
10 grams per pound each, paragraph (t)
(2) 0i).

(c) Assay limits. Finished feed must
contain not less than 75 percent nor more
than 125 percent of tylosin and not less
than 80 percent nor more than 120 per-
cent of sulfamethazine.

(d) [Reserved].
(e) Related tolerances. See §§ 556.670

and 556.740 of this chapter.
(f) Conditions of use. It Is used in

feed for swine as follows:
(1) Amount per ton. Tylosln, 100

grams plus sulfamethazine, 100 grams.
(2) Indications for use. (i) Maintain-

ing. weight gains and feed efficiency
in the presence or atrophic rhinitis;
lowering the incidence and severity
of Bordetella Bronchseptica rhinitis;
prevention of swine dysentery (vi-
brionic) ; control of swine pneumonlas
caused by bacterial pathogens (P. multo-
cida and/or C. pyogenes); for reducing
the incidence of cervical lymphadenitis
(jowl abscesses) caused by Group E
StreptococcL Only the sulfamethazine
portion of this combination Is active in
controlling jowl abscesses.

(ii) Maintaining weight gains and
feed efficiency in the presence of atrophic
rhinitis; lowering the incidence and se-
verity of Bordetella bronchseptica rhini-

tUs; prevention of swine dysentery (vibri-
onic); control of swine pneumonias
caused by bacterial pathogens (Pasteur-
ella multocdda and/or Corynebacterium
miogenes).

(3) Lfmitations. As tylosin phosphate;
wIthdraw 5 days before slaughter.
§ 558.635 Virginiamycin.

(a) Specifications. Vlrginlamycin is
the antibiotic substance produced by the
growth of Streptomyces virginiae or the
same antibiotic substance produced by
any other means.

(b) Approvals. Premix levels of 2.2
percent vIrginfamycin activity (10 grams
per pound) and 50 percent virginiamycin
activity (227 grams per pound) granted
to No. 000007 in §510.600(c) of this
chapter.
(c) Assay limits. Finished feed must

contain not less than 70 percent nor more
than 130 percent of the labeled amount
of the drug.

(d) Related tolerances. See § 556.750
of this chapter.

(e) Speacia considerations. (1) Not for
use in breeding swine over 120 pounds.

(2) Dilute premix with at least 10-
pounds of a feed Ingredient prior to final
mixing in 1 ton of complete feed.

() Conditions of use. It is used in
complete swine feeds as follows:

(1) Amount per ton. 100 grams (for 2
weeks).

(1) Indications for use. Treatment of
swine dysentery in nonbreeding swine.

(it) Animal weight. Over 120 pounds.
(2) Amount per ton. 100 grams for

2 Weks, 50 grams thereafter.
(I) Indications for use. Treatment and

control of swine dysentery.
(11) Animal weight. Over 120 pounds.
(3) Amount per ton. 25 grams.
(I) Indications for use. Aid in control

of swine dysentery. For use in animals or
on premises with a history of swine-dys-
entery but where symptoms have not yet
occurred.

(11) Animal weight. Over 120 pounds.
(4) Amount per ton. 10 grams.
(D Indications for use. Increased rate

of weight gain and improved feed effi-
clency (starter and grower feeds only).

(iI) Animal weight. Weaning to 120
pounds.

Nrn: Incorporation by reference pro-
visions approved by the Director of the
Federal Register March 25. 1975.

IF.Doc.75-795X lied 3-26-75;8:45 am]
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Title 21-Food and Drugs

CHAPTER I-FOOD AND DRUG ADMIN-
ISTRATION, DEPARTMENT OF HEALTH,
EDUCATION, AND WELFARE

[Recodification Docket No. 9]

SUBCHAPTER C-DRUGS: GENERAL

Reorganization and Republication

The Commissioner of Food and Drugs,
for the purposes of establishing an
orderly development of informative reg-
ulations for the Food and Drug Admin-
istration, furnishing ample room for
expansion of such regulations in years
ahead, and providing the public and af-
fected industries with regulations that
are easy to find, read, and understand,
has initiated a recodification program for
Chapter I of Title 21 of the Code of Fed-
eral Regulations.

This is the ninth document in a series
of recodification documents that will
eventually include all regulations ad-
ministered by the Food and Drug Ad-
ministration.

This recodiflcation document repre-
sents a reorganization of material re-
maining in Subchapter C-Drugs that
has general applicability, rather than
strictly human or animal use. In addi-
tion certain related sections under Parts
1 and 3 have been redesignated as part
of the revised Subchapter C-Drugs:
General.

The following table shows the relation-
ship of the CFR section numbers inder
the former Subchapters A and C to their
redesignation reflected in the new Parts
200 through 299:

Old New
Section Section
1.100 ----- 299.5
1.101 ------.201.6
1.101a ---- 201.60
1.102 ----- 201.50
1.102a ---- 201.61
1.102b ---- 201.1
1.102c ------ 201.51
1.102d ---- 201.62
1.103 ------ 2 01.15
1.104 ----- 201.10
1.105 ---- 202.1
1,106(a) --- 201.5
1.106(b) --- 201.100
1.106(c) --- 201.105
1.106(d) --- 201.109
1.106(f) ---- 201.110
1.106(g) --- 201.115
1.106(h) - 201.116
1.106(1) ---- 201.117
1.106(J) ---- 201.119
1.106(k) --- 201.120
1.106(1) ---- 201.122
1.106(m) --- 201.125
1.106(n) - 201.127
1.105(o) --- 201.128
1.107 ----- 201.150
1.108(a)

& (b) ---- 201.16
1.108(c) ---- 290.6
1.109 ----- 290.5
1.110 ----- 290.10
1.115 ----- 200.15
3.3 --------- 201.300
3.4 --------- 201.302
3.7--------- 250.108
3.8 --------- 250.101
3.11 -------- 201.301
3.12 ------- 201.304
3.15 -------- 201.306
3.16 -------- 200.100

Old New
Section Section
3.21 -------- 250.102
3.22 -------- 200.101
3.27 -------- 250.203
3.28 -------- 200.50
3.29 -------- 201.307
3.30 -------- 201.308
3.35 -------- 201.303
3.36 -------- 250.103
3.37 -------- 201.309
3.40 -------- 250.201
33 .-------- 201.310
3.44 -------- 201.311
3.45 -------- 200.30
3.48 -------- 250.106
3.50 -------- 250.104
3.52 -------- 250.107
3.53 -------- 250.10
3.56 -------- 201A05
3.61 ------- 200.18
3.62 -------- 2994
3.63 -------- 250.11
3.64 -------- 250.12
3.67 -------- 201.305
3.71 -------- 250.100
3.74 -------- 201.56
3.76 -------- 200.10
3.77 -------- 290.35
3.81 -------- 201.200
3.84 -------- 201.410
3.90 -------- 250.300
3.91 -------- 250.250
3.94 -------- 250.109
3.95 -------- 250.110
3.501 ----- 200.5
3.502 ----- 201.19
3.503 ----- 201.312
3.505 ----- 201.313
3.506 ----- 200.11
3.507 _- --- 201.17
3.508 ----- 201.18

Old New
Section Section
3.509 ----- 201.314
3.510 ----- 201.315
3.512 ----- 200.31
3.513 ----- 200.7
3.514 ----- 201.55
3.515 ----- 201.160
3.516 ----- 250.105
3.518 ----- 201.161
132.1 ----- 207.3
132.2 ----- 207.20
132.3 ----- 207.21
132.4 ---- 207.22
132.5 ----- 207.25
132.6 ----- 207.30
132.7 ----- 207.31
132.8 ----- 207.35
132.9 ----- 207.37
132.10 ---- 207.26
132.11 ---- 207.39
132.31 ---- 207.40
132.51 ---- 207.65
133.1 ----- 210.3
133.2 ----- 211.1
133.3 ----- 211.20
133.4 ---- 211.30
133.5 ----- 211.10
133.6 ------- 211.42
133.7 ----- 211.101
133.8 ----- 211.40
133.9 211.55
133.10 ---- 211.80

Old New
Section Section
133.11 ---- 211.58
133.12 ---- 211.110
133.13 ---- 211.60
133.14 ---- 211.62
133.15 ---- 211.115
133.100 ____ 225.1
133.101 --- 22520
133.102 --- 225.30
133.103 --- 225.10
133.104 --- 225A2
133.105 --- 225.102
133.106 --- 225.40
133.107 --- 225.80
133.108 ..... 225.58
133.109 225.110
133.110 --- 225.115
133.200 --- 226.1
133.201 --- 226.20
133.202 --- 226.30
133.203 --- 226.10
133.204 --- 226.2
133.205 --- 226.102
133.206 -.... 226A0
133.207 -- 226.80
133.208 226.58
133.209 --- 226.110
133.210 --- 226.115
133.300 --- 229.25
138.1 ----- 299.3
138.2 ----- 299.20

' The changes being made are nonsub-
stantive in nature and for this reason
notice and public procedure are not pre-
requisites to this promulgation. For the
convenience of the user, the entire text of
Parts 200, 201, 202, 207, 210, 211, 225, 226,
229, 250, 290, and 299 of Subehapter C
is set forth below.

Dated: March 21, 1975.

S A D. FINE,
Associate Commissioner for

Compliance.

Therefore, 21 CFR is amended by re-
designating portions of Parts 1 and 3
of Subehapter A and Parts 132, 133, and
138 of Subchapter C as Parts 200, 201,
202, 207, 210, 211, 225, 226, 229, 250, 290,
and 299 of Subchapter C-Drugs: Gen-
eral, and republished to read as follows:

SUBCHAPTER C-DRUGS: GENERAL
Part
200-General

201-Labeling

202-Prescription Drug Advertising

207-Registration of Producers of Drugs and
Listing of Drugs in Commercial DIs-
tribution

210-Current Good Manufacturing Practices
in Manufacturing, Processing, Pack-
ing, or Holding of Drugs: General

211-Current Good Manufacturing Practice
for Finished Pharmaceuticals

225--Current Good Manufacturing Practice
for Medicated Feeds

226-Current Good Manufacturing Practice
for Medicated Premixes

229-Current Good Manufacturing Practice
for Certain Other Drug Products

250-Special Requirements for Specific Hu-
man Drugs

290-Controlled Drugs

29-Drugs; Official Names and Established
Names

PART 200-GENERAL
Subpart A--General Provislons

Sec.
200.5 Mailing of important information

about drugs.
200.7 Supplying pharmacists with Indi-

cations and dosage information.
200.10 Contract facilities (including con-

sulting laboratories) Utilized as
extramural facilities by pharma-
ceutical manufacturer=.

200.11 Use of octadecylamine in steam
lines of drug establishments.

200.15 Definition of term "Insulin."
200.18 Use of secondhand containers for

the shipment or storage of food
and animal feed.

Subpart B-ManufacturnlProcedures Affecting
Novi DrugStatus

200.30 Sterilization of drugs by irradia-
tion.

200.31 Timed release dosage forms.
Subpart C--Requirements for Specific Classes or

Drugs

200.50 Ophthalmic preparations and dis-
pensers,

Subpart D-Sutability of Specific Drug
Components

200.100 Use of on bile from condemned
livers from slaughtered animals
in the manufacture of drugs.

200.101 Suprarenal glands from hog car-
casses prior to final inspection,

AuTnoRITy: Sec. 701, 52 Stat. 1055; 21
U.S.C. 371, unless otherwise noted.

Subpart A-General Provisions
§ 200.5 Mailing of important inforniu-

tion about drugs.

Manufacturers and distributors of
drugs and the Food and Drug Adminis-
tration occasionally are required to mal
Important Information about drugs to
physicians and others responsible for
patient care. In the public interest, such
mail should be distinctive In appearance
so that It will be prolnptly recognized and
read. The Food and Drug Administration
will make such mailings In accordance
with the specifications set forth In this
section. Manufacturers and distributors
of drugs are asked to make such mailings
as prescribed by-this section and not to
use the distinctive envelopes for ordinary
mall.

(a) Use first class mail and No. 10
white envelopes.

(b) The name and address of the
agency or the drug manufacturer or dis-
tributor Is to appear In the upper left
corner of the envelope.

(c) The following statements are to
appear in the far left third of the en-
velope front, in the type and size indi-
cated, centered In a rectangular spabo
approximately 3 inches wide and 22/
Inches high with an approximately %-
Inch-wide border in the color indicated:

(1) When the information concerns
a significant hazard to health, the state-
ment: r

IMAPORTANT
DRUG

WARNZING

The statement shall be In three lines, all
capitals, and centered. "Important" shall
be in 36 point Gothic Bold type. "Drug"
and "Warning" shall be in 38 point
Gotl e Condensed type. The rectangle's
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border-and -the statement therein shall
be red.

(2) When the information concerns
important changes In drug package
labeling, the statement:

IMPORTA.NT
PRESCRIBING
INFORMATION

The statement shall be in three lines, all
capitals, and centered. "Important" shall
be in 36 point Gothic Bold type. 'Pre-
scribing" and "Information" shall be in
36 point Gothic Condensed type. The
rectangle's border and the statement
-therein shall be blue.

(3) When the information concerns a
correction of prescription drug advertis-
ing or labeling, the statement:

IMPORTANT
CORRECTION

OF DRUG
INFORMATION

The statement shall be ifi four lines, all
capitals, and centered. "Important" shall
be in 36 point Gothic Bold type. "Correc-
tion." "Of Drug," and "Information"

bshall be in 36 point Gothic Condensed
type. The rectangle's border and the
statement therein shall be brown.
(Sem. 705(b), 52 Stat. 1058; 21 U.S.C. $75(b))

§ 200.7 Supplying pharmacists with in-
dications and dosage information.

There are presently no regulations
under the Federal Food, Drug, and Cos-
metic Act that prevent a manufacturer
of prescription drugs from sending the
pharmacist data he needs on indications
and dosage in exercising his Important
professional function of checking against
possible mistakes in a prescription. The
Food and Drug Administration believes
manufacturers should be encouraged to
supply such printed matter to the phar-
macist for his professional information.
Obviously, such printed matter should
not be displayed to prospective pur-
chasers to promote over-the-counter sale
of pfescription drugs.
(Sees. 502(f) (1). 503(b) (1) (B).'52 Stat. 1051.
52 Stat. 1052. as amended 65 Stat. 648, 649;
21 U.S.C. 352(f) (1), 353(b) (1) (B))

§ 200.10 Contract facilities (including
consulting laboratories) utilized as
extramural facilities by pharmaceu-
tical manufacturers.

(a) Section 704(a) of -the Federal
Food, Drug, and Cosmetic Act specifically
authorizes inspection of consulting
laboratories as well as any factory, ware-
house, or establishment in which pre-
scription drugs are manufactured, proc-
essed, packed, or held.

(b) The Food and Drug Administra-
tion is aware that many manufacturers
of pharmaceutical products utilize ex-
tramural independent contract facilities,
such as testing laboratories, contract
packers or labelers, and custom grinders,
and regards extramural facilities as an
extension of the manufacturer's own
facility.

(c) The Food and Drug Administra-
tion reserves the right to disclose to the
pharmaceutical manufacturer, or to the
applicant of a new drug applicatiod
(NDA) or to the sponsor of a Notice of

Claimed Exemption for Investigational
New Drug (IND), any information ob-
tained during the inspection of an extra-
mural facility having a specific bearing
on the compliance of the manufacturer's,
applicant's, or sponsor's product with
the Federal Food, Drug, and Cosmetic
Act. The Food and Drug Administration's
position is that by the acceptance of such
contract work, the extramural facility
authorizes such disclosures.
(d) .The Food and Drug Administra-

tion does not consider results of valida-
tion studies of analytical- and assay
methods and control procedures to be
trade secrets that may be withheld from
the drug manufacturer by the contracted
extramural facility.
(Sics. 501. 505, 704(a), 52 Stat. 1049-50, as
amended, 1052-53, as amended, 67 Stat. 477,
as amended, 76 Stat. 792: 2l U.S.C. 351, 355,
374(a))

§ 200.11 Use of octadecylamie insteanm
lines of drug cstablilslunents.

The Food and Drug Administration
will not object to the use of octadecyla-
mine in steam lines where the steam
may be used for autoclaving surgical In-
struments and gauze If the octadecyla-
mine in the steam Is not more than 2.4
parts per million.
(See. 502, 52 Stat. 1051; 21 U.S.C. 352)

§ 200.15 Definition of term "insulin."
For, the purposes of sections 502(k)

and 506 of the act:
(a) The term "Insulin" a' used therein

means the active principle of pancreas
which affects the metabolism of carbo-
hydrate in the animal body and which
is of value in the treatment of diabetes
mellitus.
(b) The following substances, when

they are intended for use in the manu-
facture Of Insulin-containing drugs that
will subsequently be submitted for certi-
fication, shall not be considered to be
subject to certification as "drugs com-
posed wholly or partly of insulin":
(1) Pancreas glands; and
(2) Materials prepared from pan-

creas glands, such as "salt cake" and
"isoelectric precipitate," which materials'
must be subjected to further purification
in order to meet the standards of purity
established by Part 429 of this chapter.
(Sec. 506, 55 Stat. 851; 21 U.S.C. 356)

§ 200.18 Use of secondhand containers
for the shipment or storage of food
and animal feed.

(a) Investigations by the Food and
Drug Administration, the National Com-
municable Disease Center of thesU.S.
Public Health Service, the Consumer and
Marketing Service of the U.S. Depart-
ment of Agriculture, and by various State
public health agencies have revealed
practices whereby food and animal feed
stored or shipped in secondhand con-
tainers have been rendered dangerous to
health. Such contamination has been
the result of the original use of these
containers for the storage and shipment
of articles containing or bearing disea.se
organisms or poisonous or deleterious
substances.
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(b) The Commissloner concludes that
such dangerous or potentially dangerous
practices include, but are not limited to,
the following:

(1) 'Some vegetable growers and
packers employ used poultry crates for
shipment of fresh vegetables, including
cabbage and celery. Salmonella orga-
nisms are commonly present on dressed
poultry and in excreta and fluid exu-
dates from dressed birds. Thus wooden
crates in which dressed poultry has been
Iced and packed are potential sources of
Salmonella or other enteropathogenfe
microorganisms that may contaminate
fresh vegetables which are frequently
consumed without heat treatment

(2) Some potato growers and pro-
ducers of animal feeds use secondhand
bags for shipment of these articles. Such
bags may have originally been used for
shipping or storing pesticlde-treated seed
or other articles bearing or containing
poisonous substances. Thus these sec-
ondlhnd bags are potential sources of
contamination of the food or animal
feed stored or shipped therein.

(c) In a policy statement Issued
April 11, 1968, the Food and Drug Ad-
ministration declared adufterated within
the meaning of section 402(a) of the
Federal Food, Drug, and Cosmetic Act
shipments of vegetables or other edible
food In used crates or containers that
may render the contents Injurious to
health. Thlspolicy statement Is extended
so that the Food and Drug Administra-
tion will regard as adulterated within
the meaning of section 402(a) of the act
shipments of vegetables, other edible
food, or animal feed in used crates, bags,
or other containers that may render the
,contents injurious to health.
(Sees. 402(a), 52 Stat. 1046, -as amended; 21
US.C. 342(a))

Subpart B-Manufacturing Procedures
Affecting New Mrg Status

§ 200.30 Sterilization of drugs by irra-
diation.

There Is a current interest in the uti-
lization of newly developed sources of
radiation for the sterilization of drugs
Prior to the marketing of a drug steri-
lized by such means, It is necessary in
the interest of protecting the public
health to establish by adequate investi-
gations that the Irradiation treatment
does not cause the drug to become un-
safe or otherwise unsuitable for use. Ac-
cordlngly, all drug products, including
Injections, ophthalmic solutions, surgi-
cal sutures, and surgical dressings ster-
ilized by means of irradiation are
regarded as new drugs within the mean-
tg of section 201(p) of the Federal Food,
Drug, and Cosmetic Act. An effective
new-drug application pursuant to sec-
tion 505 of the act is therefore a pre-
requisite to interstate shipment of such
articles, except as provided by section
505(1).
(Smes. 201. 505, 52 Stat. 1040, as amended,
1052. as amended: 21 U.S.C. 321, 355)

§ 200.31 Timed release dosage forrs.
(a) Many drugs are now being offered

in dosage forms that are designed to re-
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lease the active ingredients over a pro-
longed period. There is a possibility of
unsafe overdosage if such products are
improperly made and the active ingre-
dients are released at one time or over too
short a time interval. Any such dosage
form that contains per dosage unit (for
example, capsule or tablet), a quantity
of active drug ingredients which is not
generally recognized as safe for ad-
ministration as a single dose under the
conditions suggested in Its labeling, is
regarded as a new drug within the mean-
ing of section 201(p) of the Federal Food,
Drug. and Cosmetic Act.

(b) The fact that the labling of this
type of drug may claim delayed or pro-
longed release of all or s6me of the active
ingredients does not affect the new-drug
status of such articles. A new-drug
application is required in any such case
to demonstrate that the drug is in fact
safe because it is properly made and con-
trolled to release the total dose at a safe
rate. It should be noted particularly that
such dosage forms are regarded as new
drugs even when the total daily dosage
recommended in the labeling is generally
recognized as safe. For example, a cap-
sule containing 50 milligrams of pyrila-
mine maleate and 15 milligrams of
phenylephrine hydrochloride, offered for
sale without prescription, is regarded as
a new drug for which the distributor
should have an effective new-drug ap-
plication, even though the directions call
for taking no more than two capsules
daily. While the daily intake under such
directions is within the range regarded
as safe for use in self-medication, the
single dose is too high for such use unless
the release of the drug is sufficiently pro-
longed. Itis obvious that, In filing anew-
drug application for such an article, par-
ticular attention should be given to data
which establish that the active ingredi-
ents are released over a period of time.
as )epresented in 'he labeling.
(Sec. 201(p), 52 Stat. 1042; 21 U.S.C. 321(p))

Subpart C-Requirements for Special
Classes of Drugs

§ 200.50 Ophthalmic preparations and
dispensers.

(a) (1) Informed medical opinion is in
agreement that all preparations offered
or intended for ophthalmic use, includ-
ing contact lens solutions and prepara-
tions for cleansing the eyes, should be
sterile. It is further evident that such
preparations purport to be of such purity
and quality as to be suitable for safe -use
in the eye.

(2) The Food and Dxug Administration
concludes that all such preparations, if
they are not sterile, fall below their pro-
fessed standard of purity or quality and
may be unsafe. In a statement of policy
Issued on September 1, 1964, the Food
and Drug Administration ruled that
liquid preparations offered or intended
for ophthalmic use that are not sterile
may be regarded as adulterated within
the meaning of section 501(c) of the
Federal Food, Drug, and Cosmetic Act,
and, further, may be deemed misbranded
within the meaning of section 502(j) of
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the act. This ruling is extended to af-
fect all preparations for ophthalmic use.

(3) The containers of ophthalmic
preparations shall be sterile at the time
of filling and closing, and the container
or individual carton shall be.so sealed
that the contents cannot be used with-
out destroying the seal. To provide time
for validation of sterility tests and
changes to sterile production procedures,
this ruling will be effective for non-
antitbiotic 'ophthalmic ointment prepa-
rations recognized in the official com-
pendia (U.S.P. and N.F.) on the dates
specified in such official compendia. For
all other ophthalmic ointments, this rul-
ing will be effective 12 months after the
date of publication in the FEDERAL REGIS-
TER (10-28-72).

(b) Liquid ophthalmic preparations
packed in multiple-dose containers
should:

(1) Contain one or more suitable and
harmless substances that will inhibit the
growth of microorganisms-; or

(2) Be so packaged as to volume and
type of container and so labeled as to
duration of use and with such necessary
warnings as to afford adequate protec-
tion and minimize the hazard of injury
resulting from contamination during use.

(c) Eye cups, eye droppers, and other
dispensers intended for ophthalmic use
should be sterile, and may be regarded
as falling below their professed standard
of purity or quality if they are not sterile.
They should be so packaged as to main-
tain sterility until the package is opened
and be so labeled, on or within the retail
package, as to afford adequate directions
and necessary warnings to minimize the
hazard of injury resulting from con-
tamination during use.

Subpart D-Suitability of Specific Drug
Components

§ 200.100 Use of ox bile from con-
demned 'livers from slaughtered ani-
mals in the manufacture of drugs.

(a) Conferences have recently been
held between members of the Depart-
ment of Health, Education, and Welfare
and representatives of the Agricultural

-Research Service, Department of Agri-,
culture, concerning requests made to
that agency for the release of ox bile
from condemned livers of slaughtered
animals for use in the manufacture of
certain drugs.

(W The Secretary of Health, Educa-
tion, and Welfare has given careful con-
sideration to this problem and has
reached the conclusion that no hazard to
public health will be involved in the re-
lease of such ox bile, after the addition to
it of sufficient sodium hydroxide to give
the mixture a sodium hydroxide content
of not less than 5 percent, the mixture
then being allowed to stand at least 24
hours. This Department will not regard
as in violation of the provisions of the
Federal Food, Drug, and Cosmetic Act
such alkalized and aged ox bile, if labeled
"Ox Bile and Sodium Hydroxide (or Ox
Bile and Sodiuni Hydroxide Solution).
Sodium hydroxide not less than 5 percent
by weight. For manufacturing use only,"
together with a statement of the quan-

tity of contents in the container (for ex-
ample, "50 gallons") and the name and
address of the manufacturer, packer, or
shipper.

(c) Bile from the condemned livers of
sheep and goats also may be released,
under the same conditions as outlined In
the preceding paragraph, except that
the words "Sheep Bile" or "Goat Bile,"
as the case may be, shall be substituted
for the words "Ox Bile" upon the label,
In the case of mixtures of bile from any
two or all three of the sources mentioned,
the label shall indicate the sources of
such bile.

§ 200.101 Suprarenal glands from hog
carcasses prior lo final inspection.

(a) The Agricultural Research Serv-
ice of the U.S. Department of Agricul-
ture has informed the Food and Drug
Administration of the Department of
Health, Education, and Welfare that,
under appropriate conditions, it will per-
mit the removal of suprarenal glands
from hogs that have not been finally In-
spected by Federal Inspectors. The
glands to be so obtained are Intended for
use in manufacturing extracts contain-
ing one or more of the therapeutically
useful constituents of suparenal glands.

(b) Under the conditions specified In
this section, the Secretary of Health,
Education, and Welfare has determined
that the public healthi will be adequately
protected from any danger from the use
of drugs, made in whole or In part from
suprarenal glands of hogs that may be
condemned by Federal Inspectors of the
Department of Agriculture after re-
moval of such glands from the carcasses,
arising from any abnormality of such
carcasses if such glands are subjected to
the following prescribed treatment,
which will destroy or eliminate any ml.
crodrganiss or toxins that might be
present in the glands:

(c) The glands are subjected to quick
freezing promptly upon removal from
the carcasses and maintained in a frozen
state until they are ground and Im.
mersed in 95 percent to 100 percent ace-
tone. The ground tissues remain in the
acetone for a period of not less than a
days, the mixture is filtered, and thO
residue is burned.

PART 201-LABELING
Subpart A--General Labeling Provlsiong

Sec.
201.1 Drugs and devices; namo and place

of buslne.s of manufacturer,
packer or dtstributor.

201.5 Drugs and dovices; adequate direc-
tions for us3.

201.6 Drugs and dc-Ices; misleaflng
statements.

201.10 Drugs; statement of Ingredlents,
201.15 Drugs and devices; prominence of

required label statements.
201.16 Drugs and devices; Spanish-

language version of certain re-
quired statements.

201.17 Drugs; location of expiration date.
201.18 Drugs; significance of control

number.
201.19 Drugs; use of term "infant".
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- Subpart B-Labeling Requirements for
Prescription Drugs and/or Insulin

Sec.
201.50 Statement of Identity.
201.51 Declaration of net quantity of con-

tents.
201.55 Statement of-dosage.
201.56 Content and format of labeling.
Subpart C-Labeling Requirements for Over-the-

Counter Drugs and Devices

201.60 Principal display panel.
201.61 Statement of identity.
201.62 Declaration of net quantity of con-

tents.

Subpart D-Exemptions from Adequate
Directions for Use

201.100 Prescription drugs for human use.
201.105 Veterinary drugs.
201.109 Prescription devices.
201.110 Retail exemption for veterinary

drugs-and prescription devices.
201.115 New drugs or new animal drugs.
201.116 Drugs and devices having commonly

known directions.
201.117 Inactive ingredients.
201.119 In vitro diagnostic products.
201.120 Prescription chemicals and other

prescription components.
201.122 Drugs and devices for processing,

- repacking, or manufacturing.
201.125 Drugs and devices for use in teach-

ing, law enforcement, research,
and analysis.

201.127 Drugs and devices; expiration of
exemptions. -

201.128 Meaning of "Intended uses".

Subpart E-Other Exemptions

201.150 Drugs'and devices; processing, label-
ing, or repacking.

201.160 Drugs; information commonly
known.

201.161 Carbon dixide and certain other
gases.

Subpart F-Labeling Claims for Drugs iii
Drug Efficacy Study

201.200 Disclosure of drug efficacy study
evaluations in labeling and adver-
tising. I

Subpart G--Specific Labeling Requirements
for Specific Drug Products

201.300 Notice to manufacturers, packers,
and distributors of glandular
preparations.

201.301 Notice to manufacturers, packers,
and distributors of estrogenic
hormone preparations.

201.302 Notice to manufacturers, packers,
and distributors of drugs for in-
ternal use ,which contain mineral
oil

201.303 Labeling-of drug preparations con-
taining significant proportions of
wintergreen oil.

201.304 'Tannic acid and barium enema
preparations.

201.305 Isoproterenol inhalation prepara-
tions (pressurized aerosols, neb-
ulizers, powders) for human use;
warnings.

201.306 Potassium salt preparations In-
tended for oral Ingestion by man.

201.307 Chlorcyclizine, cyclizine, meclizine;
warnings; labeling requirements.

201.308 Ipecac syrup; -warnings and direc-
tions for use for over-the-counter
sale.

201.309 Acetophenetidin (phenacetin) -
containihg preparations; neces-

Ssary warning statement.
201.310 Phenindione; labeling of drug

preparations intended for use by
man.

201.311 Anminopyrine or dipyrone drug prep-
arations for human use; direc-

Stions and warnings.

Sec,
201.312 Magnesium sulfate beptahydrate;

label declaration on drug prod-
ucts.

201.313 Estradlol labeling.
201.314 Labeling of drug preparations con-

taining salcylates.
201.315 Over-the-counter drugs for minor

sore throats: suggested warning.
Subpart H-Special Requirements for

Specific Devices
201.405 Labeling of articles Intended for

lay use In the repairing and/or
refitting of dentures.

201.410 Use of Impact-resistant lenses In
eyeglasses and sunglasses.

Aur-orrY: Sec. 701. 52 Stat. 1055--1056 as
amended; 21 U.S.C. 371, unless otherwise
noted.

Subpart A--General Labeling Provisions
§ 201.1 Drugs and devices; name and

place of business of nmnufacturer,
packer or distributor.

(a) The label of a drug or device in
package form shall specify conspicuously
the name and place of business of the
manufacturer, packer, or distributor.

(b) The requirement for declaration of
the name of the manufacturer, packer,
or distributor shall be deemed to be satis-
fied, in the case of a corporation, only by
the actual corpbmte name which may be
preceded or followed by the name of the
particular division of the corporation.
Abbreviations for "Company," "Incor-
porated." etc., may be used and "'Ihe"
may be omitted. In the case of an in-
dividual, partnership, or association, the
name under which the business is con-
ducted shall be used.

(c) Where a drug or device is not
manufactured by the person whose name
appears on the label, the name shall be
qualified by a phrase that reveals the
connection such person has with such
drug or device; such as, "Manufactured.
for - ", "Distributed by ----- ", or
any other wording that expresses the
facts.
(d) The statement of the place of busi-

ness shall, include the street address,
city. State, and ZIP Code; however, the
street address may be omitted if It Is
shown In a current city directory or tele-
phone directory. The requirement for in-
clusion of the ZIP Code shall apply only
to consumer commodity labels developed
or revised after thfe effective date of this
section. In the' case of nonconsumer
packages, the ZIP 'Code shall appear
either on the label or the labeling (in-
cluding the invoice).
(e) If a person manufactures, packs,

or distributes a drug or device at a place
other than his principal place of busi-
ness, the label may state the principal
place of business In lleu of the actual
place where such drug or device was
manufactured or packed or Is to be dis-
tributed, unless such statement would be
misleading.
§ 201.5 Drugs and devices; adequate

directions for use.

"Adequate directions for use" means
directions under which the layman
can use a drug or device safely and
for the purposes for which It is Intended
(Section 201.128 defines "intended use.")
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Directions for use may be inadequate
because (among other reasons) of.omls-
Sion, in whole or in part, or incorrect
specification of:

(a) Statements of all conditions, pur-
poses, or uses for which such drug or
device is Intended, Including conditions,
purposes, or uses for which- It is pre-
scribed, recommended, or suggested In
its oral. written, printed, or graphic ad-
vertising, and conditions, purposes, or
uses for which the drug or device Is
commonly used; except that such state-
ments shall not refer to conditions,
uses, or purposes for which the drug or
device can be safely used only under
the supervision of a practitioner licensed
by law and for which it is advertised
solely to such practitioner.

(b) Quantity of'dose (including usual
quantities for each of the uses for which
It Is Intended and usual quantities for
persons of different ages and different
physical conditions).

(c) Frequency of administration or
application.

(d) Duration of administration or ap-
plication.

(e) Time or administration or appli-
cation (in relation to time of meals, time
of onset of symptoms, or other time fac-
tors).

(f) Route or method of administra-
tlon or application.

(g) Preparation for use (shaking, di-
lution, adjustment of temperature, or
other manipulation or process)
§ 201.6 Drugs and devices; misleading

statements.

(a) Among representations in the la-
beling of a drug or device which render
such drug or device misbranded Is a false
or misleadingyepresentation with respect
to another drug or device or a food or
cosmetic.

(b) The labeling of a drug which con-
taIns two or more ingredients may be
misleading by reason (among other rea-
sons) of the designation of such drug In
such labeling by a name which Includes
or suggests the name of one or more but
not all such Ingredients, even though
tWe names of all such Ingredients are
t ted elsewhere In the labeling.

(See. 502.52 Stat. 1050. as amended; 21 US.C.
352)

§ 201.10 Drugs; statement of ingredi-
ents.

(a) The Ingredient information re-
quired by section 502(e) of the Federal
Food, Drug, and Cosmetic Act shall ap-
pear together, without any intervening
written, printed, or graphic matter, ex-
cept the proprietary names of ingredi-
ents. which may be Included with the
listing of established names, and such
Statements as "Warning-May be habit
forming" that are specifically required
for certain ingredients by the act or
regulations in this chapter.

(b) The term "ingredient" applies to
any substance In the drug. whether added
to the formulation as a single substance
or in admixture with other substances.

(c) The labeling of a drug may be
misleading by reason (among otherrea-
sons) of:
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(1) The order in which the names
of the Ingredients present in the drug
appear in the labeling, or the relative
prominence otherwise given such names.

(2) Failure to reveal the proportion
of, or other fact with respect to, an
ingredient present in such drug, when
such proportion orlother fact is material
in the light of the representation that
such ingredient is present in such drug.

(3) The employment of a fanciful
proprietary name for a drug or ingre-
dient in such a manner as-to imply that
the drug or ingredient has some uniclue
effectiveness or composition when, in
fact, the drug or ingredient is a common
substance, the limitations of which are
readily fecognized when the drug or in-
gredient is listed by its established name.

(4) The featuring, in the labeling of
inert or inactive ingredients in a manner
that creates an impression of value
greater than their true functional role
in the formulation.

(5) Designation of a drug or ingredi-
ent by a proprietary name that, because
of similarity in spelling or pronuncia-
tion. may be confused with the proprie-
tary name or the established name of a
different drug or ingredient.

(d) (1 If the drug-is in tablet or cap-
sule form or other unit dosage form, any
statement of the quantity of an ingre-
dient contained therein shall express the
quantity of such ingredient in each such
unit. If th6 drug i not in unit dosage
form, any statement of the quantity of
an ingredient contained therein shall ex-
press the amount of such ingredient in
a specified unit of weight or measure of
the drug, or the percentage of such in-
gredient in such drug. Such statements
shall be in terms that are informative to
licensed practitioners, in the case of a
prescription drug. and to the layman, in'
the case of a nonprescription drug.

(2) A statement of the percentage of
an ingredient in a drug shall, if the
term "percent" is used without quali-
fication, mean percent weight-in-weight.
if the ingredient and the drug are both
solids, or if the ingredient is a liquid and
the drug is a solid; percent weight in
volume at 680 F. (20° C.), if the in-
gredient is a solid and the drug is a
liquid; and percent volume in volume at
68- F. (20 C.), if both the ingredient
and the drug are liquids, except that
alcohol shall be stated in terms of per-
cent volume of absolute alcohol at 60'
F. (15.56 C.).

(e) A derivative or preparation of a
substance named in section 502(e) of the
act is an article derived or prepared from
such substance by any method, includ-
ing actual or theoretical chemical action

(f) If an ingredient is a derivative or
preparation of a substance specifically
named in section 502(e) of the act and
the established name of such ingredient
does not indicate that It is a derivative
or preparation of the parent substance
named in section 502(e) of the act, the
labeling shall, in conjunction with the
listing of the established name of such
ingredient, declare that such article is a
derivative or preparation of such parent
substance.

(g) (1) If the label or' labeling of a
prescription drug bears a proprietary
name or designation for the drug or any
Ingredient thereof, the established name,
If such there be, corresponding to such
proprietary name or designation shall
accompany such proprietary name or
designation each time it Is featured on
the label or in the labeling for the drug;
but, except as provided in this sub-
paragraph, the established name need
not be used with the proprietary name
or designation in the running text of the
label or labeling. On any label or page of
labeling In which the roprletary name
or designation is not featured but is used
in the running text, the established name
shall be used at least once In the running
text In association with such proprietary
name or designation and in the same
type size used in such running text: Pro-
vided, however, That if the proprietary
name or designation is used in the run-
ning text in larger size type, the estab-
lished name shall be used at least once
in association with, and in type at least
half as large as the type used for, the
most prominent presentation of the pro-
prietary name or designation in such
running text. If any labeling includes a
column with running text containing de-
tailed information as -to composition,
prescribing, side effects, or contraindica-
tions and the proprietary name or desig-
nation is used In such column but Is not
featured above or below the column, the
established name shall be used at least
once in such column of running text in
association with such proprietary name
or designation and in the same type size
used in such column of running text:
Provided, however, That if the pro-
prietary name or designation is used in

.such column of running text in larger
size type, the established name shall be
used at least once in association with,
and in type at least half as large as the
type used for, the most prominent pres-
entation of the proprietary name or
designation in such column of running
text. Where the established name is re-
quired to accompany or to be used In as-
sociation with the proprietary name or
designation, the established name shall
be placed in direct conjunction withthe
proprietary name or designation, and the
relationship between the proprietary
name or designation and the established
name shall be made clear by use of a
phrase such as "brand of" preceding the
established name, by brackets surround-
ing the established name, or by other
suitable means.

(2) The established name shall be
printed in letters that are at least half
as large as the letters comprising the
proprietary name or designation with
which it is joined, and the established
name shall have a prominence commen-
surate with the prominence with which
such proprietary name or designation
appears, taking into account all perti-
nent factors. including typography, lay-
out. contrast, and other printing
features.

(h) (1) In the case of a prescription
drug containing two or more active in-
gredients, if the label bears a proprietary

name or designation for such mixture
and there is no established name corre-
sponding to such proprietary name or
designation, the quantitative ingredient
information required on the label by sec-
tion 502(e) of the act shall be placed in
direct conjunction with the most promi-
nent display of the proprietary name or
designation. The prominence of the
quantitative ingredient information shall
bear a reasonable relationship to the
prominence of the proprietary name.

(2) If the drug is packaged in a con-
tainer too small to bear the quantitative
ingredient information on the main dis-
play panel, the quantitative ingredient
information required by section 502(o)
of the act may appear elsewhere on the
label, even though the proprietary name
or designation appears on the main dis-
play panel of the label; but side- or back-
panel placement shall in this case be so
arranged and printed as to provide size
and prominence of display reasonably
related to the size and prominence of the
front-panel display.

(I) A drug packaged in a container too
small or otherwise unable to accommo-
date a label with suffielent space to bear
the information required for compliance
with section 502(e) (1) (A) (it) and (B)
of the act shall be exempt from compli-
ance with those clauses: Provided, That:

(1) Thelabel bears:
(1) The proprietary name of the drug:
(ii) The estabflshed name, If such

there be. of the drug:
(ill) An identifying lot or control

number: and
(Wiv) The name of the manufacturer,

packer, or distributor of the drug; and
(2) All the Information required to

appear on the label by the act and the
regulations in this chapter appears on
the carton or other outer container or
wrapper if such carton, outer container,
or wrapper has sufficient space to bear
such Information, or such complete label
information appears on a leaflet with the
package.

§ 201.15 Drugs and devices; prominence
of required label statements.

(a) A word, statement, or other in-
formation required by or under authority
of the act to appear on the label may lack
that prominence and conspicuousness re-
quired by section 502(c) of the act by
reason (among other reasons) of:

(1) The failure of such word, state-
ment, or information to appear on the
part or panel of the label which is pre-
sented or, displayed under customary
conditions of purchase;

(2) The failure of such word, state-
ment, or information to appear on two
or more parts or panels of the label, each
of which has sufficient space therefor,
and each of which is so designed as to
render It likely to be, under customary
conditions of purchase, the part or panel
displayed;

(3) The failure of the label to extend
over the area of the container or package
available for such extension, so as to
provide sufficient label space for the
prominent placing of such word. state-
ment, or information;
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(4) Insufficiency of label space (for
the prominent placing of such word.
statement, oI information) resulting
from the use of label space for any word,
statement, design, or device which is not
required by or under authority of the act
to appear on the label;

(5) Insufficiency 6f label space (for
the prominent placing of such word,
statement, or information) resulting
from the use of label space to give ma-
terially greater conspicuousness to any.
other word, statement, or information,
or to any design or device; or

(6) Smallness or style of type in
which such word, statement, or informa-
tion appears. insufficient background
contrast, obscuring designs or vignettes.*
or crowding with other written, printed,
or graphic mattef.

(b) No exemption depending on in-
sufficiency of label space, as prescribed
in regulations promulgated under sec-
tion 502 Cb) or (e) of the act, shall apply
if such insufficiency is caused by:-

(1) The use of label space for any
word. statement, design, or device which
is not required by or under authority of
the act to appear on -the label;

(2) The use of label space to give
greater conspicuousness to any word.
statement, or-other infoxmation than is
required by section 502 (c) of the act; or

(3) The use of label space for any
representation in a foreign language.
. (c)(1) All words, statements, and

other information required by or under
authority of the act to appear on the
label or libeling shall appear thereon in
the Engl4h language: Provided, how-
ever, That in the case of articles distrib-
uted solely in the Commonwealth of
Puerto Rico or in a Territory where the
predominant language is one other than
English. the predominant language may
be substituted for English.

(2) If the label contains any repre-
sentation in a foreign language, all
words, statements, and other informa-
tion required by' or under authority of
the act to appear on the label shall
appear thereon in the foreign language.

(3) If the labeling contains any repre-
sentation in a foreign language, all
words, statements, and'other informa-
tion required by or under authority of
the act to appear on the label or labeling
shall appear on the labeling in the for-
eign language.
(Sec. 502, 52 Stat. 1050, as amended; 21

U.S.C. 352)

§201.16 Drugs and devices; Spanish-
language version of certain required
statements.

An ncreasing number oftmedlcations
restricted to prescription use only are
being labeled solely in Spanish for dis-
tribution in the Commonwealth of Puerto
Rico where Spanish is the predominant
language. Such labeling is authorized
under § 201.15(c). Two required warn-
ings. the wording of which is fixed by
law in the English. language, are pres-
ently being translated in various ways,
from literal translation to loose Inter-
pretation. The statutory nature of
these two statements requires that the

translation must convey the meaning
properly, in order to avoid confusion and
dilution of the purposes of the warnings.
The Commissioner of Food and DrugB
hereby adopts the following Spanish-
language versions as the accepted equiv-
alents of the English wording of the
following:
(a) Section 503(b)C4) of the Federal

Food, Drug, and Cosmetic Act requires
the statement "Caution: Federal law
prohibits dispensing without prescrip-
tion." The Spanish version of this shall
be: "Precaucion: La Icy Federal prohlbe
su despacho sin prescrlpcion facultativa:'

Cb) Section 502(d) of the Federal
'Food, Drug, and Cosmetic Act requires
the statement 'Warning-May be habit
forming" on habit-forming drugs. The
Spanish version of this shall be: "Avso--
Puede formar habito o viclo:'
§ 201.17 Drugs; location of expiration

date.
Drugs which require an expiration

date should show the expiration date
on the immediate container. When the
Immediate container is packaged In an
individual carton, the expiration date
should also be placed on the carton.
Whbn single-dose containers are packed
in individual cartons, the expiration date
may properly appear on the carton only.
(Sees. 505, 605, 507,52 Stat. 1052. as amended.
55 Stat. 851.59 Stat. 463. 01 Stat. 12, 63 Stat.
409; 21 U.S.C. 355, 350, 357)

§ 201.18 Drugs; significance of control
numbers.

The lot number on the label of a drug
should be capable of yl.Iding the com-
plete manufacturing history of the pack-
age. An incorrect lot number may be
regarded as causing the article to be
misbranded.
(Se. 502, 52 Stat. 1050; 21 U.S.O. 352)
§ 201.19 Drugs; use of term "infant".

The regulations affecting special die-
tary foods § 125.1(d) of this chapter)
define an infant as a child not more
than 12 months old. Apart from this,
the Food and Drug Administration has
not established any definition of the
term "Infant." Some question has arisen
whether, for the purposes of drug label-
ing, an infant means a child up to 1 year
of age or a child up to 2 years of age.
Until the term is more precisely defined
.by legislation or formal regulation,
where the exact meaning of the term
is significant, maufacturers should
qualify any reference to "Infant" to in-
dicate whether it refers to a child who
is not more than 1 year of age, or a child
not more than 2 years of age.
(Sec. 502, 52 Stat.,1051; 21 U.S.C. 352)

Subpart B-Labeling Requirements for
Prescription Drugs and/or Insulin

§ 201.50 Statement 6f identity.
(a) The label of prescription and in-

sulin-contalning drugs in package form
shall bear as one of Its principal features
a statement of the Identity of the drug.

Cb) Such statement of Identity shall
be in terms of the established name of
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the drug. An Insulin-containing drug
shall be further Identified by placement
on the outside container or wrapper of
the package, and on the label of the
Immediate container, of the dlstingulsh5

Ing color(s) required by § 429.12 of this
-chapter. In -the cas3 "of a prescription
drug that is a mixture and that has no
established name, the requirement for
statement of identity shall be deemed
to be satisfied by a listing of the quanti-
tative ingredient information as pre-
scribed by § 201.10.

(c) The statement of Identity of a
prescription drug shall also comply with
the placement, size and prominence re-
quirements of § 201.10.

§ 201.51 Declaration of net quantity of
contents.

(a) The label of a prescription or in-
sulln-containing drug in package form
shall bear a declaration of the net quan-
tty of contents. This shall be expressed
in the terms of weight, measure, numeri-
cal count, or a combination of numerical
count and weight or measure. The state-
ment of quantity of drugs In tablet, cap-
sule, ampule, or other unit dosage form
shall be expressed In terms of numerical
count; the statement of-quantity for
drugs in, other dosage forms shall be In
terms of weight If the drug is solid, semi-
solid, or viscous, or in terms of fluid
measure if the drug Is liquid. When the
drug quantity statement Is in terms of
the numerical count of the drug units, it
shall be augmented to give the weight
or measure of the drug units or the quan-
tity of each active Ingredent n each drug
unit or, when quantity does not ac-
curately reflect drug potency, a statement
of the drug potency.

(b) Statements of weight of the con-
tents shall in the case of prescription
drugs be expressed in terms of avoirdu-
pois pound, ounce, and grain or of kilo-
gram, gram, and subdivisions thereof. A
statement of liquid measure of the con-
tents shall in the case of prescription
drugs be expressed In terms of the U.S.
gallon of 231 cubic Inches and quart,
pint, fluid-ounce, and fluid-dram sub-
divisions thereof, or of the liter and mlM-
liter, or cubic centimeter, and shall ex-
press the volume at 680 F. (200 C.). A
statement of the liquid measure of the
contents in the case of Insulin-contain-
lug drugs shall be expressed in terms of
the liter and milliliter, or cubic centi-
meter. and shall express the volume at
680 F. (200 C.).

c) The declaration shall contain only
such fractions as are generally used in
expressing the quantity of the drug. A
common fraction shall be reduced to its
lowest terms; a decimal fraction shall
not be carried out to more than three
places, except In the case of a statement
of the quantity of an active ingredient
in a unit of a drug.

d) The declaration shall appear as
a distinct item on the label and, in-the
case of large volume parenterals, may
be embossed on the glass.

(e) The declaration shall accurately
reveal the quantity of drug in the pack-
age exclusive of wrappers and other ma-
terial packed therewith.
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(f) A statement of the quantity of a
prescription or insulin-containing drug
in terms of weight or measure applicable
to such drug, under the provisions of
paragraph (a) of this section, shall ex-
press with prominence and conspicuous-
ness the number of the largest whole
unit, as- specified in paragraph (b) of
this section, that are contained in the
package. Any remainder shall be ex-
pressed in terms of common or decimal
fractions of such unit or In terms of the
next smaller whole unit and common or
decimal fractions thereof.

(g) The declaration of net quantity, of
contents shall express an accurate state-
ment of the quantity of contents of the
package. Reasonable variations caused
by loss or gain of moisture during the
course of good distribution practice or
by unavoidable deviations in good manu-
facturing practice will be recognized.
Variations from stated quantity of con-
tents shall not be unreasonably large. In
the case of a liquid drug in ampules or
vials, intended for injection, the declara-
tion shall be considered to express the
minimum quantity and the variation
above the stated measure shall comply
with the excess volume prescribed by
the National Formulary -or the U.S.
Pharmacopela for filling of anipules. In
the case of a solid drug in ampules or
vials, the declaration shall be considered
to express the accurate net weight.
Variations shall comply with the limita-
tions provided In the U.S. Pharmacopela
or the National Formulary.

(h) A drug-shall be exempt from com-
pliance with the net quantity declara-
tion.required by this section If it is an
ointment labeled "sample", "physician's
sample", or a substantially similar state-
ment and the contents of the package do
not 6xceed 8 grams. -
§ 201.55 -Statement of dosage.

Section 201.100(b)(2) requires that
labels for prescription drugs -bear a
statement of -the recommended or
usual dosage. Since the dosage for
some prescription drugs varies within
extremely wide limits, depending upon
the conditiong being treated, it may
not be possible in all cases to pre-
sent an informative or useful statement
of the recommended or usual dosage in
the space available on the label or carton
of the package. It is the view of the
Food and Drug Administration that
when such a situdtion prevails, compli-
ance with this requirement would be met
by a statement such as "See package in-
sert for dosage information", where the
detailed information is contained in such
insert. However. If an informative.
realistic, recommended or usual dosage
can readily be set forth on the label, it
should appear thereon.
§ 201.56 Content and format of labeling.

(a) To be most useful to practitioners,
labeling information for prescription
drugs should be orderly and-uniform in
the sequence and kinds of information
presented. For this reason, the Food and
Drug Administtion recommends that
prescription drug labeling purporting to
furnish adequate information for the

safe and effective use of a drug, as re-
quired under § 201.100, §hould ordinarily
contain information in substantially the
format and order and with the section
headings as follows:

DESCanTIroN
ACTIONS

INDICATIONS
CONTRAINDICATIONS

WARNINGS
PRECAUTIONS

ADVERSE REACTIONS
D OSAGE AND ADmInISTRATION

OVERDOSAGE (WHERE APPLICABLE)
* How SUPPLIED

(b) The following sections are optional.
If used, they should be placed after the
information described above.

AN=AL PHARACOLOGY AND TOXICOLOGY
CLINICA.I STDIRES

REFERENCES

(c) Although ordinarily prescription
drug labeling should employ the format,
order, and section headings described
in paragraphs (a) and (b) of this sec-
tion, in the case of some drugs special
warnings may be required to appear con-
spicuously in the beginning of the label-
ing for special attention by physicians
for the safety of patients. In the case of
a drug for which there is no information
applicable to a section heading described
in paragraph (a) of this section, sucl
heading and section may be omitted.
(Secs. 502, 503, 52 Stat. 1050-52, as amended;
21 U.S.C. 352, 353)

Subpart C-Labeling Requirements for
Over-the-Counter Drugs and Devices

, 201.60 Principal display panel.
The term "principal display panel," as

It applies to over-the-counter drugs and
devices in package form and as used in
this part, means the part of a label that
is most likely to be displayed, presented,
shown, or examined under customary
conditions of display for retail sale. The
principal display panel shall be large
enough to accommodate all the manda-
tory label information required to be
placed thereon-by this part with clarity
and conspicuousness and without obscur-
ing designs, vignettes, or crowding.
Where packages bear alternate principal
display panels, information required to
be placed on the principal display panel
shall be duplicated on each principal dis-
play panel. For the purpose of obtaining
uniform type size in declaring the quan-
tity of contents -for all packages of sub-
stantially the same size, the term "area
of the principal display panel" means
'the area of the side or surface that bears
the principal display panel, which area
shall be:

(a) In the case of a rectangular pack-
age where one entire side properly can
be considered to be the principal display
panel side, the product of the height
times the width of that side;

(b) In th6 case of a cylindrical or
nearly cylindrical container. 40 percent
of the product of the height of the con-
tainer times the circumference; and

(c) In the case of any other shape of
container, 40 percent of the total surface
of the container: Provided, however,
That where such container presents an

obvious "principal display panel" such as
the top of a triangular or circular pack-
age, the area shall consist of the entire
top surface.
In determining the area of the principal
display panel, exclude tops, bottoms,
flanges at the tops and bottoms of cans,
and shoulders and necks of bottles or
Jars. In the case of cylindrical or nearly
cylindrical containers, information re-
quired by this part to appear on the prin-
cipal display panel shall appear within
that 40 percent of the circumference
which is most likely to be displayed,
presented, shown, or examined under
customary conditions bf display for re-
tail sale.
§ 201.61 Statement of identity.

(a) The principal display panel of an
over-the-counter drug or device in pack-
age form shall bear as one of Its princi-
pal features a statement of the identity
of the commodity.

(b) Such statement of Identity shall
be in terms of the established name of
the drug, if any there be, or common
name of the device followed by an ac-
curate statement of the general phar-
macological category(les) of the drug
or the principal intended action(s) of the
drug or device. In the case of an over-
the-counter drug that is a mixture and
that has no established name, this re-
quirement shall be deemed to be satisfied
by a prominent and conspicuous state-
ment of the general pharmacological ac-
tion(s) of the mixture or of Its principal
intended action(s) In terms that are
meaningful to the layman. Such state-
ments shall be placed in direct conjunc-
tion with the most prominent display of
the proprietary name or designation and
shall employ terms descriptive of general
pharmacological category(les) or prin-
cipal Intended action(s): for example,
"antacid," "analgesic,"' "decongestant,"
"antihistaminic," etc. The Indications for
use shall be Included in the directions
for use of the drug, as required by sec-
tion 502(f) (1) of the act and by the
regulations in this part.

(c) The statement of Identity shall be
presented in bold face type on rhe prin-
cipal display panel, shall be in a size
reasonably related to the most prominent
printed matter on such panel, and shall
be in lines generally parallel to the base
on which the package rests as It Is de-
signed to be displayed.
§ 201.62 . Declaration of net qutifty of

contents.

(a) The label of an over-the-counter
drug or device In package form shall bear
a declaration of the net quantity of con-
tents. This shall be expressed in the
terms of weight, measure, numerical
count, or a combination or numerical
count and weight, measure, or size. The
statement of quantity of drugs in tablet,
capsule, ampule, or other unit form and
the quantity of devices shall be expressed
in terms of numerical count; the state-
ment of .quantlty for drugs In other
dosage forms shall be in terms of weight
if the drug is solid, cemisolid, or viscous,
or In terms of fluid measure If the drug
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is-liquid. The drug quantity statement
shall be augmented when necessary to
give accurate information as to the
strength of such drug in the package; for
example, to differentiate between several
strengths of the same drug "100 tablets,
5 grains each" or "100 capsules, 125 mil-
ligrams each" or "100 capsules, 250 milli-
grams each": Provided, That:

(1) In the case of a firmly established,
general consumer usage and trade cus-
tom of declaring the quantity of a drug
or device in terms of linear measure or
measure of area, such respective term
may be used. Such term shall be" aug-
mented when necessary for accuracy of
information by a statement of the weight,
measure, or size of the individual units or
of the entire drug or device; for example,
the net quantity of adhesive tape in pack-
age form shall be expressed in terms of
linear 'measure augmented by a -state-
ment of its width.

(2) If the declaration of contents for
a device by numerical count does not give
accurate information as to the.quantity
of the device in the package, it shall be
augmented by such statement of *eight,
measure, or size of the individual units
or of the total weight, measure, or size of
the device as will give such information;
for exampl6, "100 tongue depressors,
adult size," "1 rectal syringe, adult size,"
etc. Whenever the Commissioner deter-
mines for a specific packaged drug or
device that an existing -practice .of de-
claring net quantity of cohtents by
weight, measure, numerical count, or a
combination of these does not facilitate
value comparisons by consumers, he shall
by regulation designate the appropriate
term or terms to be used for such article.
(b) Statements of weight of the con-

tents shall be expressed in terms of
avoirdupois pound and ounce. A state-
ment of liquid measure of the contents
shall be expressed in terms of the U.S.
gallon of 231 cubic, inches and quart,
pint, and 'luid-ounce subdivisions there-
-of, and shall express the volume at 68° F.
(20' C.) (see also paragraph (p) of this
section).
(c) The declaration may contain com-

mon or decimal fractions. A common
fraction shall be in terms of halves,
quarters, eighths, sixteenths, or thirty-
seconds; except that if there exists a
firmly established, general consumer
usage .and trade custom of employing
different common fractions in the net
quantity declaration of a particular com-
modity, they may be employed. A com-
mon fraction shall be reduced to its
lowest terms; a decimal fraction shall
not be carried out to more than two
places.,A statement that includes small
fractions of an ounce shall be deemed to
permit smaller variations than one
-which does not include such fractions.

(d) The declaration shall be located
on the principal display panel of the
label, and with respect to packages bear-
ing alternate principal panels it shall be
duplicated on each principal display
panel.

(e) The declaration shall appear as a
distinct item on the principal display
lanel, shall be separated (by at least a

space equal to the height of the lettering
used in the declaration) from other
-printed label information appearing
above or below the declaration and (by
at least a space equal to twice the width
of the letter '"' of the style of type
used in the quantity of contents state-
ment) from other printed label informa-
tion appearing to the left or right of the
declaration. It shall not include any
term qualifying a unit of weight, meas-
ure, or count (such as "giant pint" and
"full quart") that tends to exaggerate
the amount of the drug in the con-
taifer. It shall be placed on the principal
display panel within the bottom 30 per-
cent of the area of the label panel in
lines generally parallel to the base on
which the package rests as it is de-
signed to be displayed: Provided, That:

(1) On packages having a principal
display panel of 5 square inches or less
the requirement for placement within
the bottom 30 percent of the area of the
label panel shall not apply when the dec-
laration of net quantity of contents
meets the other requirements of this
part; and

(2) In the case of a drug that Is
marketed with both outer and inner re-
tail containers bearing the mandatory
label information required by this part
ahd the inner container is not intended
to be sold separately, the net quantity of
contents placement requirement of this
section applicable to such inner container
Is waived.

(3) The principal display panel of a
drug marketed on a display card to which
the immediate container Is affixed may
be consldei-ed to be the display panel of
the card, and the type sIze of the net
quantity of contents statement s gov-
erned by the dimensions of the display
card.

(f) The declaration shall accurately
reveal the quantity of drug or device in
the package exclusive of wrappers and
other material packed therewith: Pro-
vided, That in the case of 'drugs packed
In containers designed to deliver the drug
under pressure, the declaration shall
state the net quantity of the contents
that will be expelled when the Instruc-
tions for use as shown on the container
are followed. The propellant Is included
In the net quantity declaration.
(g) The declaration shall appear In

conspicuous and easily legible boldface
print or type in distinct contrast (by
typography, layout, color, embossing, or
molding) to other matter on the pack-
age; except that a declaration of net
quantity blown, embossed, or molded on
a glass or plastic surface is permissible
when all label information s so formed
on the surface. Requirements of con-
spicuousness and legibility shall include
the specifications that:
(1) The ratio of height to width (of

,the letter) shall not exceed a differential
of 3 units to I unit (no more than 3 times
%s high as it Is wide)

(2) Letter heights pertain to upper
case or capital letters. When upper and
lower case or all lower case letters are
used, It Is the lower case letter "o" or Its
equivalent that shall meet the minimum

"standards.

14003

(3) When fractions are used, each
component numeral shall meet one-half
the minimum height standards-

(h) The declaration shall be In letters
and numerals In a type size established
In relationship to the area of the prin-
cipal display panel of the package and
shall be uniform for all packages of sub-
stantially the same size by complying
with the following type specifications:

(1) Not less than one-sixteenth Inch
in height on packages the principal dis-
play panel of which has an area of 5
square inches or less.

(2) Not less than one-eighth inch in
height on packages the principal display
panel of which has an area of more than
ave but not more than 25 square inches.

(3) Not less than three-sixteenths Inch
n height on packages the principal dis-
play panel of which has an area of more
than 25 but not more than 100 square
Inches.

(4) Not less than one-fourth inch in
height on packages the principal display
100 square inches, except not less than
one-half inch In height if the area Is
more than 400 square inches.
Where the declaration Is blown, em-
bossed, or molded on a glass or plastic
surface rather than by printing, typing.
or coloring, the lettering sizes specified
in iaragraphs (h) (1) through (4) of
this section shall be increased by one--
sixteenth of an Inch

(1) On packages containing less than
4 pounds or 1 gallon and labeled In terms
of weight or fluid measure:

(1) The declaration shall be expressed
both in ounces. with Identification by
weight or by liquid measure and, If appli-
cable (1 pound or I pint or more)
followed in parentheses by a declaration
In pounds for weight units, with any re-
mainder in terms of ounces or common
or decimal fractions of the pound (see
examples set forth in paragraph (k)
(1) and (2) of this section), or in the
case of liquid measure, in the largest
whole units (quarts. quarts and pints, or
pints, as appropriate) with any re-,
mainder In terms of fluid ounces or
common or decimal fractions of the pint
or quart (see examples set forth in para-
graph (Wr (3) and (4) of this section).
If the net weight of the package is less
panel of which has an area of more than
than 1 ounce avoirdupois or the net fluid
measure is less than 1 fluid ounce, the
declaration shall be In terms of common
or decimal fractions of the respective
ounce and not in terms of drams.

(2) The declaration may appear in
more than one line. The term "net
weight" shall be used when stating the
net quantity of contents in terms of
weight. Use of the terms "net" or "net
contents" in terms of fluid measure or
numerical count Is optional. It Is suf-
cient to distinguish avoirdupois ounce
from fluid ounce through association of
terms; for example. "Net wt. 6 oz." or "6
oz- net wt.," and "6 fi. oz." or "net con-
tents 6 fl. oz."'

() On packages cortainlng 4 pounds
or 1 gallon or more and labeled in terms
of weight or fluid measure, the declara-
tion shall be expresseo In pounds for
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weight units with any remainder in
terms of ounces or common or decimal
fractions of the pound; in the case of
fluid measure, it shall be expressed in
the largest whole unit (gallons, fQllowed
by common or decimal fractions of a
gallon or by the next smaller whole unit
or units (quarts or quarts and pints))
with any remainder in terms of fluid
ounces or common oi decimal fractions
of the pint or quart (see paragraph (W)
(5) of this section).

(k) Examples:
(1) A declaration of 1% pounds weight

shall be expressed as "Net wt. 24 oz.
(Q lb. 8 oz.),"."Net wt. 24 oz. (i lb.)"
or "Net wt. 24 oz. (1.5 lb.) ."

(2) A declaration of three-fourths
pound avoirdupois weight shall be ex-
pressed as "Net wt. 12 oz."

(3) A declaration of 1 quart liquid
measure shall be expressed as "Net con-
tents 32 fi. oz. (1 qt.)" or "32 l. oz. (1qt.) ."

(4) A declaration Of 13 quarts liquid
measure shall be expressed as "Net con-
tents 56 fl. oz. (1 qt. 1 pt. 8 oz.)" or "Net
contents 56 fl. oz. (1 qt. 1.5 pt.)," but
not in terms of quart and ounce such as
"Net 56 fl. oz. (I qt. 24 oz.)."

(5) A declaration of 2% gallons liquid
measure shall be expressed as "Net con-
tents 2 gal. 2 qt.," "Net contents 2.5
gallons," or "Net contents 2Y2 gal.' but
not as "2 gal. 4 pt."

(1) For quantities, the following ab-
breviations and none other may be
employed (periods and plural forms are
optional):
gallon gal. millilter mL
quart qt. cubic centimeter cc.
pint pt. yard yd.
ounce oz. feet or foot ft.
pound lb. inch in.
grain gr. meter m.
kilogram kg. centimeter cm.
gram g. milimeter mm
milligram mg. fluid fl.
microgram mcg. square sq.
liter 1. ,weightwt.

(m) On packages labeled in terms of
linear measure, the declaration shall be
expressed both in tehns of inches and, if
applicable (1 foot or more), the largest
whole units (yards, yards and feet, feet).
The declaration in terms of the largest
whole units shall be in parentheses fol-
lowing the declaration in terms of inches
and any remainder shall be in terms of
inches or common or decimal fractions of
the foot or yard; if applicable (as In the
case of adhesive tape), the initial declar-
ation in linear inches shall be preceded
by a statement of the width. Examples
of linear measure are "86 inches (2 yd. 1
ft. 2 in.)," "90 inches (2'A yd.)," "30
Inches (2.5 ft.)." "/ inch by 36 In. (1
yd.) ," etc.

(n) On packages labeled in teris of
area measure, the declaration shall be ex-
pressed both in terms of square inches
and, if applicable (1 square foot or more),
the largest whole square unit (square
yards, square yards and square feet.
square feet). The declaration In terms of
the largest whole units shall be in paren-
theses following the declaration In terms
of square inches and any remainder shall
be in terms of square inches or common
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or decimal fractions of the square foot
or square yard; for example, "158 sq.
inches (1 sq. ft. 14 sq. in.)."

(o) Nothing in this section shall pro-
hibit supplemental statements at loca-.
tions other than the principal display
panel(s), describing in nondeceptive
terms the net quantity of contents, pro-
vided that such supplemental statements
of net quantity of contents shall not in-
clude any term qualifying a unit of
weight, measure, or count that tends to
exaggerate the amount of the drug or
device contained in the package; for
example, "giant pint" and "full quart."
Dual or combination declarations of net
quantity of contents as provided for In
paragraphs (a) and (I) of this section
are not regarded as supplemental net
quantity statements and shall be located
'on the principal display panel.

(p) A separate statement of net quan-
tity of contents in terms of the metric
system of weight or measure Is not re-
garded as a supplemental statement and
an accurate statement of.the net quan-

-tity of contents in terms of the metric
system of weight or measure may also
appear on the principal display panel or
on other panels.

(q) The declaration of net quantity
of contents shall express an accurate
statement of the quantity of contents of
the package. Reasonable variations
caused by loss or gain of moisture during
the course of good distribution practice
or by unavoidable deviations in good
manufacturing practice will be recog-
nized. Variations from stated quantity
of contents shall not be unreasonably
large.

(r) A drug shall be exempt from com-
pliance with the net quantity declara-
tion required by this section if It is an
ointment labeled "sample," "physician's
sample," or a substantially similar state-
ment and the contents of the package do
not exceed 8 grams. '

Subpart D-Exemptions From Adequate
Directions for Use

§ 201.100 Prescription drugs for human
Use.

A drug subject to the requirements of
section 503 (b) (1) of the act shall be
exempt from section 502 (f) (1) if all
the following conditions are met:

(a) ,The drug is:
(1) () In the possession of a person

(or his agents or employees) regularly
and lawfully engaged in the manufac-
ture, transportation, storage, or whole-
sale distribution of prescription drugs:
or

(ii) In the possession of a retail, hos-
pital. or clinic pharmacy, -or a public
health agency, regularly and lawfully
engaged In dispensing prescription.
drugs: or

(iII) In the possession of a practitioner
licensed by law to admirdster or prescribe,
such drugs: and

(2) It is to be dispensed in accordance
with section 503(b).

(b) The label of the drug bears:
(1) The statement "Caution: Federal

law nrnhibiLs disponslng without pre-
'crivtion": and

(2) The recommended or usual dos-
age, and

(3) The route of administration, If
it Is not for oral use; and

(4) The quantity or proportion of
each active ingredient, as well as the
informati6n required by section 502 (d)
and (e) ; and

(5) If it is for other than oral use, the
names of all inactive ingredients, except
that:

(i) Flavorings and perfumes may be
designated as such without naming their
components.

(ii) Color additives may be designated
as coloring without naming specific color
components unless the naming of such
components is required by a color addi-
tive regulation prescribed In Part 8 of
this chapter,

(iii) Trace amounts of harmless sub-
stances added solely for individual prod-
uct identification need not be named.
If It is Intended for adnifinistratIon by
parenteral injection, the quantity or
proportion of all inactive Ingredients,
except that Ingredients added to adjust
the pH or to make the drug Isotonic may
be declared by name and a statement of
their effect; and if the vehicle Is water
for injection it need not be named.

(6) An Identifying lot'or control num-
ber from which it Is possible to determine
the complete manufacturing history of
the package of the drug;
Provided. however, That in the case of
containers too small or otherwise unable
to accommodate a label with sufflclent
space to bear all such Information, but
which are packaged within an outer con-
tainer from which they are removed for
dispensing or use, the information re-
quired by paragraph (b) (2), (3) and
(5) of this section may be contained
In other labeling on or within the pack-
age from which It Is to be dlspensd, and
the information referred to in paragraph
(b) (1) of this section may be placed on
such outer container only, and the In-
formation required by paragraph (b) (6)
of this section may be on the crimp of
the dispensing tube.

(c) (1) Labeling on or within the
Package from which the drug is to be
dispensed bears adequate Information for
Its use, including Indications, effects,
dosages, routes, methods, and frequency
and duration of administration, and any
relevant hazards. contraindications, side
effects, and precautions under which
Practitioners licensed by law to admin-
ister the drug can use the drug safely and
for the purposes for which it is intended,
Including all purposes for which it is
advertised or represented: and

(2) If the article is subject to section
505, 506, or 507 of the act, the labeling
bearing such Information Is the labeling
authorized by the approved new-drug ap-
olication or required as a condition for
the certification or the exemption from
certification requirements applicable to
preparations of insulin or antibiotic
drugs: Provided, however, That the in-
formation required by paragraph (c) (1)
of this section may be omitted from the
dispensing package if, but only If, the
article is a drug for which directions,
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hazards, warnings, and use informa-
tion are commonly known to practi-
tioners licensed by law to administer -the
drug. Upon written request, stating rea-
sonable grounds therefor, the Commis-
sioner will offer an opinion on a proposal
to-omit such information from the dis-
pensing package under this proviso.'

(d) Any labeling, as defined in section
201(m) of thp act, whether or not It is
on" or within a package from which the
' ug is to be dispensed, distributed by
or on behalf of the manufadturer,
packer, or distributor of the drug, that
furnishes or purorts to furnish infor-
mation for use or which prescribes, rec-
ommends, or suggests a dosage for the
use of the drug (other than dose ihfor-
mation required by paragraph (b) (2) of
this section dnd § 201.105(b) (2)) con-
tains:

(1) Adequate information for such
use, including indications, effects, dos-
ages, routes, methods, and frequency and
duration of administration and any rel-
evant warnings, hazards, contraindica-
tions, side effects, and precautions, under
which practitioners licensed bY. law to
administer the drug can use the drug
safely and for the purposes for which it
is intended including all conditions for
which it is advertised Or represented; and
If the article is subject to section 505 or
507 of the act, the parts of the labeling
providing such information are the same
In language and emphasis as labeling ap-
proved or permitted under the provisions
of section 505 or 507, respectiVely, and
any other parts of the labeling are con-
sistent with and not contrary to such
approved or permitted labeling; and

(2) The same information concerning
the ingredients of the drug as appears on
the label and labeling on or Within the
package from which the drug is to be
dispensed: Provided, however, That the
information required by paragraph (d)
(1) and (2) of this section is not re-
quired on the so-called reminder-piece
labeling which calls attention to the
name of the drug but does not include
indications or dosage recommendations
for use of the drug: And provided, how-
ever, That reminder-piece labeling is not
permitted for a drug for which an an-
nouncement has been published by the
Food and Drug Administration pursuant
to a refiew of the labeling claims for the
drug by the National Academy of Sci-
ences-National Research Council, Drug
Efficacy Study Group, and for which no
claim has been evaluated as higher than
'possibly effective." If the Commissioner
find the circumstances are such that re-
minder-piece labeling may be mislead-
ing to prescribers of drugs subject to
NAS-NRC evaluation, such reminder
labeling will not be allowed and the
manufacturer, packer, or distributor will
be notified either in the publication of
the conclusions on the effectiveness of
the drug or .by letter.
(e) All labeling, except labels and car-

tons, bearing information for use of the
drug also bears the date of the issuance
or the date of the latest revision of such
labeling.

§ 201.105 Veterinary drugs.
A drug intended for veterinary use

which, because of toxicity or other po-
tentiality for harmful effect, or the
method of its use, is not safe for animal
use except under the supervision of a
licensed veterinarlqn, and hence for
which "adequate directions for use" can-
not be prepared, shall be exempt from
section 502(f) (1) of the act if all the
following conditions are met:

(a) The drug is:
(1) In the possession of a person (or

his agents or employees) regularly and
lawfully engaged In the, manufacture,
transportation, storage, or wholesale or
retail distributlon or veterinary drugB
and is to be sold only to or on the pre-
scription or other order of a licensed
veterinarian for use in the course of his
professional practice: or

(2) In the possession of a licensed
veterinarian for use In the course of his
professional practice.

(b) The label of the drug bears:
(1) The statement "Caution: Federal

law restricts this drug to use by or on
the order of a licensed veterinarian":
and

(2) The recommended or usual dos-
age: and

(3) The route of administration, if it
is not for oral use: and

(4) The quantity or proportion of
each active ingredient as well as the In-
formation required by section 502(e) of
the act: and

(5) If it is for other than oral use,
the names of all inactive ingredients.
except that:

(I) Flavorings and perfumes may be
designated as such without naming
their components.

(il) Color additives may be designated
as coloring without naming specific
color components unless the naming of
such components Is required by a
color additive regulation prescribed In
Part 8 of this chapter.

(11) Trace amounts of harmless sub-
stances added solely for Individual prod-
uct Identification need not be named.

If it is intended for administration by
parenteral injection, the quantity or
proportion, of all inactive Ingredients,
except that ingredients added to adjust
the pH or to make the drug Isotonic may
be declared by name and a statement of
their effect: and if the vehicle is water
for injection. It need not be named.

(6) An Idenitifying lot or control
number from which it is possible to de-
termine the complete manufacturing
history of the package ef the drug:
Provided, however. That in the case of
containers too small or otherwise unable
to accommodate a label with sufilcient
space to bear all such Information. but
which are packaged within an outer
container from which they are removed
for dispensing or use, the information
required bf' paragraph (b) (2), (3), and
(5) of this section may be contained in,
other labeling on or within the package
from which it is to be so dispensed, and
the information referred to in paragraph
(b) (1) of this section may be placed on

14005

such outer container only, and the in-
formation required by paragraph (b) (6)
of this section may be on the crimp of
the d ensing tube.

(c) (1) Labeling on or within the pack-
age from which the drug Is to be dis-
pensed bears adequate information for
its use, Including Indications, effects,
dosages, routes, methods, and frequency-
and duration of administration, and any
relevant hazards, contraindations, side
effects, and precautions under which vet-
erinarians licensed by law to administer
the drug can use the drug safely and for
the purposes for which It is intended, n-
cluding all purposes for which It Is
advertised or represented; and

(2) If the article is subject to section
512 of the act, the labeling bearing such
Information is the labeling. authorized
by the approved new animal drug appli-
cation or required as a condition for the
certification or the exemption from
certification requirements applicable to
preparations of antibiotic drugs: Pro-
vided, however, That the information
required by paragraph (c)()- of this
section may be omitted from the dis-
pensing package if, but only if, the
article is a drug for which directions,
hazards, warnings, and use information-
are commonly known to veterinarians
licensed by law to administer the drug.
Upon written request, stating reasonable
mounds therefor, the Commissioner will
offer an opinion on a proposal to omit
such information from the dispensing
uackage under this proviso.

d) Any labeling, as defined in-section
201 (m) of the act. whether or not It is,
on or within a package from which the
drug is to be dispensed, distributed by or
on behalf of the manufacturer, packer.
or distributor of the drug, that furnishes
or purports to furnish information for
use or which prescribes, recommends, or
suggests a dosage for the use of the drug
(other than dose information required
by paragraph (b) (2) of this section and
§201.100(b) (2)) contains:

(1) Adequate information for such use,
including indications, effects, dosages,
routes, methods, and frequency and
duration of administration, and any rel-
evant warnings, hazards, contraindica-
tons, side effects, and precautions, and
Including information relevant to com-
pliance with the new animal drug provi-
sions of the act, under which veterinar-
ians licensed by law to administer the
drug can use the drug safely and for the
purposes for which It Is intended, includ-
ing all conditions for which it is adver-
tised or represented; and if the article is
subject to section 512 of the act, the
parts of the labeling providing such In-
formation are the same In language and
emphasis as labeling approved or per-
mltted under the provisions of section
512, and any other parts of the labeling
are consistent with and not contrary to
such approved or permitted labeling;
and

(2) The same information concerning
the Ingredients of the drug as appears
on the label and labeling on or within
the package from which the drug is to
be dispensed;
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Provided, however, That the Information
required by paragraph (d) (1) and (2)
of this section is not required on the
so-called reminder-piece labeling which
calls attention to the name of the drug
but does not include indications or dos-
age recommendations for use of the drug.

(e) All labeling, except labels and
cartons, bearing information for use of
the drug also bears the date-of the is-
suance or the date of the latest revision
of such labeling.

(f) A prescription drug intended for
both human and veterinary use shall
comply with paragraphs (e) and (f) of
this section and § 201.100.
§ 201.109 Prescription devices.

A device which, because of any poten-
tiality for harmful effect, or the method
of its use, or the collateral measures
necessary to its use is not safe except
under the supervision of a practitioner
licensed by law to direct the use of
such device, and hence for which "ade-
quate directions for use" cannot be pre-
pared, shall be exempt from section 502
(f) (1) of the act if all the following
conditions are met:

(a) The device is:
(1) (i) In the possession of a person

(or his agents or employees) regularly
and lawfully engaged in the manufac-
ture, transportation, storage, or whole-
sale or retail distribution of such device,
or

(i) In the possession of a practitioner,
such as physicians, dentists, and veteri-
narians, licensed by law to use or order
the use of such device: and

(2) Is to Ile sold only to or on the
prescription or other, order of such prac-
titioner for use in the course of his pro-
fessional practice.

(b) The label of the device (other than
surgical instruments) bearst

(1) The statement "Caution: Federal
law restricts this device to sale by or on
the order of a --------- ", the blank
to be filled with the word "physician",
"dentist", "veterinarian", or with the
descriptive designation of any other
practitioner licensed by the law of the
State in which he practices to use or
order the use of the device; and

(2) The method of its application or
use.

(c) Labeling on or within the package
from which the device is to be dispensed
bears Information for use, including in-
dications, effects, routes, methods, and
frequency and duration of administra-
tion, and any relevant hazards, contrain-
dications, side effects, and precautions
under which practitioners licensed by
law to administer the device can use
the device safely and for the purpose
for which It is intended, including all
purposes for which It Is advertised or
represented: Provided, however, That
such information may be omitted from
the dispensing package if, but only if,
the article is a device for which direc-
tions, hazards, warnings, and other in-
formation are commonly known to prac-
titioners licensed by law to use the device.
Upon written request, stating reasonable
grounds therefor, the Commissioner will
offer an opinion on a proposal to omit
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such Information from the dispensing
package under this proviso.

(d) Any labeling, as defined in section
201(m) of the act, whether or not it is
on or within a package from which the
device is to be dispensed, distributed by
or on behalf of the manufacturer, packer,
or distributor of the device, that fur-
nishes or purports to furnish informa-
tion for use of the device contains ade-
quate Information for such use, includ-
ing Indications, effects, routes, methods,
and frequency and duration of admin-
istration and any relevant hazards, con-
traindications, side effects, and precau-
tions, under which practitioners licensed
by law to employ the device can use the
device safely and for the purposes for
which it. is intended, including all pur-
poses for which it is advertised or repre-
sented. This information will not be
required on so-called reminder-piece
labeling which calls attention to the
name of the device but does not Include
indications dr other use information.

(e) All labeling, except labels and car-
tons, bearing information for use of the
device also bears the date of the issuance
or the date of the latest revision of such
labeling.
§ 201.110 Retail exemption for veteri-

nary drugs and prescription devices.
A drug or device subject to §§ 201.105

or 201.109 shall be exempt at the time
of delivery to the ultimate purchaser
or user from section 502(f) (1) of the act
if It is delivered by a licensed practi-
tioner in the course of his professional
practice or upon a prescription or other
order lawfully issued in the course of his.
professional practice, with labeling bear-
ing the name ana address of such li-
censed practitioner and the directions
for use and cautionary statements, if
any, contained in such order.
§ 201.115 News drugs or new animal

drugs.
A new drug shall be exempt from sec-

tion 502(f) (1) of the act:
(a) To the extent to which such ex-

emption is claimed in an approved appli-
cation with respect to such drug under
section 505 or 512 of the act; or

(b) If no application under section
505 of the act is approved with respect to
such drug but It complies with section
505 (1) or 512 of the act and regulations
thereunder.
No exemption shall apply to any other
drug which would be a new drug if Its
labeling bore representations for its in-
tended uses.
§ 201.116 Drugs and' devices having

commonly known directions.
A drug or device shall be exempt from

section 502(f) (1) of the act insofar as
adequate directions for common uses
thereof are known to the ordinary in-
dividual.
§ 201.117 Inactive ingredients.

.A harmless drug that is ordinarily
used as an inactive ingredient, such as a
coloring, emulsifier, excipient, flavoring.
lubricant, preservative, or solvent, in the
preparation of other drugs shall be ex-

empt from section 502 (f) (1) of the act,
This exemption shall not apply to any
substance intended for a use which ro-
suits in the preparation of a new drug,
unless an approved new-drug application
provides for such use.
§ 201.119 In vitro liagnostic productq.

A product intended for use In the
diagnosis of disease and which Is an
in vitro diagnostic product as defined in
§ 328.3(a) of this chaptor shall be deemed'
to be in compliance with the require-
ments of this section and section 502(f)
(1) of the act if It meets the require-
ments of Part 328 of this chapter.
§ 201.120 Prescription chemicals and

other prescription components.

A- drug prepared, packaged, and pri-
marily sold as a prescription chemical or
other component for use by registered
pharmacists in compounding prescrip-
tions or for dispensing in dosage unit
form upon prescriptions shall be exempt
from section 502(f) (1) of the act if all
the following conditions are met:

(a) The drug Is an official liquid acid
or official liquid alkali, or Is not a liquid
solution, emulsion, suspension, tablet,
capsule, or other dosago unit form; and

(b) The label of the drug bears:
(1) The statement "For prescription

compounding": and
(2) If in substantially all dosage forms

in which it may be dispensed It is subject
to section 503 (b) (1) of the act, the
statement "Caution: Federal law prohib-
its dispensing without prescription"; or

(3) If it is not subject to section 503
(b) (1) of the act and is by custom
among retail pharmacists sold in or from
the interstate package for use by con-
sumers, "adequate directions for use" In
the conditions for which it is so sold.
Provided, however, That the information
referred to In paragraph (b) (3) of this
section may be contained In the labeling
on or within the package from which It
is to be dispensed.

(c) This exemption shall not apply to
any substance intended for usa in com-
pounding which results in a new drug,
unless an approved new-drug application
covers such use of the drug in compound-
ing prescriptions.
§ 201.122 Drugs and devices for process-

ing, repacking, or manufacturing.
A drug in a bulk package (except

tablets, capsules, or other dosage unit
forms) or a device intended for proces-
ing, repacking, or use in the manufac-
ture of another drug or device shall be
exempt from section 502(f) (1) of the
act if its label beam the statement
"Caution: For manufacturing, proc-
essing, or repacking"; and, If in sub-
stantially all dosage forms In which it
may be dispensed it Is subject to section
503 (b) (1). the statement "Caution:
Federal law prohibits dispensing without
prescription". Thtk exemption and the
exemption under § 201.120 may be
claimed for the same article. But the
exemption shall not apply to a substance
intended for a 'use in manufacture,
processing, or repacking which causes
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the finished article to be a new drug,
unless: I

(a) An approved new-drug application
or new ni- drug application held by
the person preparing the dosage form or
drug for dispensing covers the production
and delivery to him of such substance; or

(b) If no application is approved with
respect to such new drug or new animal
drug, the label statement "Caution: For
manufacturing, processing, or repacking"
Is. immediately supplemented by the
words "in the preparation bf a new drug
or new animal.drug limited- by Federal
law to investigational use", and the deliv-
ery is made for use only in the manufac-
ture of suchi new dru ornew animal drug
limited to investigational use as provided
in § 312.1 or § 51171 of this chapter.
§ 201.125 Drugs and devices for use in

teacting, law enforcement, research,
and analysis.

A drug or device subject to §§ 201.100,
2Q.1.105, or 201.109 shall be exempt from
section 502(f) (1) of the act if shipped or
sold to, or in the possession of, persons'
regularly and lawfully engaged in in-
struction, in pharmacy, chemistry, or
medicine not involving clinical use, or
engaged in -law enforcement, or in re-
search not involving clinical use, or in
chemical analysis, or physical testing,
and is to be used only for such instruc-
tion, law enforcement, research, analy-
sis, or testing.
§ 201.127 Drugs and devices; expiration

. of exemptions.
(a) If a shipment or delivery, or any

part thereof, of a drug or device which is
exempt under. the regulations in this
section is made to a person in whose pos-
session the article Is not exempt, or is
made for any purpose other than those
specified, such exemption shall expire,
with respect to such shipment or de-
livery or part thereof, at the beginning
of that shipment or delivery. The caus-
ing of an exemption to expire shall be
considered an act which results in such
drug or device being misbranded unless
it is disposed of under circumstances in
which it ceases to be a drug or device.

(b) The exemptions conferred by
§§ 201.117,-201.119, 201.120, 201.122, and
201.125 shall continue until the drugs
or devices are used for the purposes
for which they are- exempted, or until
they are relabeled to comply with sec-
tion 502 (f (1) of the act. If. however,
the drug is converted, compounded, or
manufactured into a dosage form limited
to prescription dispensing, no exemption
shall thereafter apply to the article un-
less the dosage form is labeled as re-
quired by section 503(b) and §§ 201.100,
201.105, or 201.109.
§ 201.128 eManing of "Intended uses".

The words "intended uses" or words
of simir import in §§ 201.5, 201.115,
201.117, 201.119, 201.120, and 201.122
refer to the objective intent of the per-
sons legally responsible for the labeling
of. drugs and devices. The intent is

-determined by such persons' expres-,
sions or may be shown by the circum-
stances surrounding the distribution

of the article. This objective intent
may, for example, be shown by labeling
claims, advertising matter, or oral or
written statements by such persons or
their representatives. It may be shown
by the circumstances that the article Is,
with the knowledge of such persons or
their representatives, offered and used
for a purpose for which it is neither
labeled nor advertised. The Intended
uses of an article may change after It has
been introduced into interstate com-
merce by Its manufacturer. If, for ex-
ample, a packer, distributor, or seller
intends an article for different uses than
those Intended by the person from whom
he received the drug, such packer, dis-
tributor, or seller Is required to supply
adequate labeling in accordance with the
new Intended uses. But if a manufac-
turer knows, or has knowledge of facts
that would give him notice, that a drug
or device introduced into interstate com-
merce by him is to be used for conditions.
purposes, or uses bther than the ones for
which he offers It, he Is required to pro-
vide adequate labeling for such a drug
which accords with such other uses to
which the article is to be put.
(Secs. 201 (n). 502, 505, 507, 701, 52 Stat. 1041,
1050-53 as amended, 1055-58 as amended by
70 Stat. 919 and 72 Stat. 948, 59 Stat. 463 as
amended; 21 U.S.C. 321(n), 352,355,357, 701)

Subpart E-Other Exemptions
§ 201.150 Drugs and devices; process-

ing, labelingj or repacking.
(a) Except as provided by paragraphs

(b) and (c) of this section. a shipment
or other delivery of a drug or device
which Is, in accordance with the prac-
tice of the trade, to be processed, labeled,
or repacked in substantial quantity at an
establishment other than that where
originally processed or packed, shall be
exempt, during the time of introduction
into and movement in Interstate com-
merce and the time of holding in such
establishment, from compliance with the
labeling and packaging requirements of
sections 501(b) and 502 (b), (d), (e), (f.
and (g) of the act if:

(1) The person who Introduced such
shipment or delivery into interstate com-
merce s the operator of the establish-
ment where such drug or device Is to be
processed, labeled, or repacked; or

(2) In case such person Is not such
operator, such shipment or delivery is
made to such establishment under a
vwrtten agreement, signed by and con-
taining the post-ofme addresses of such
person and such operator, and contain-
ing such specifications for the processing,
labelng, or repacking, as the case may be,
of such drug or device in such establish-
ment as will insure, if such specifications
are followed, that such drug or device
will not be adulterated or misbranded
within the meaning of the act upon com-
pletion of such processing, labeling, or
repacking. Such person and such opera-
tor shall eachkeep a copy of such agree-
ment until 2 years after the final ship-
ment or delivery of such drug or device
from such establishment, and shall make
such copies available for Inspection at
any reasonable hour to any offer or

employee of the Department who re-
quests them.

(b) An exemption of a shipment or
other delivery of a drug or device under
paragraph (a) (1) of this section shall,
at the beginning of the act of removing
such shipment or delivery, or any part -
thereof, from such establishment, be-
come void ab initio If the drug or de-
vice comprising such shipment, delivery,
or part Is adulterated or misbranded
within the meaning of the act when so
removed.

(c) An exemption of a shipment or
other delivery of a drug or deviceunder
paragraph (a) (2) of this section shall
become void ab inItio with respect to the
person who Introduced such shilpment or
delivery into interstate commerce upon
refusal by such person to make available
for inspection a copy of the agreement,
as required by such subparagraph.

(d) An exemption of a shipment or
other delivery of a drug or device under
paragraph (a) (2) of this section shalL
expire:

(1) At the beginning of the act of re-
moving such shipment or delivery, or
any part thereof, from such establish-
ment if the drug or device comprising
such shiprpent, delivery, or part is adul-
terated or misbranded within the mean-
ing of the act when so removed; or

(2) Upon refusal by the operator of
the establishment where such drug or
device is to be processed, labeled, or re-
packed, to make available for inspection
a copy of the agreement, as required by
such clause.

(e) Except as provided in paragraphs
(g) and (h) of this section, a shipment
or other delivery of a drug which is sub-
Ject to section 507 of the act and which
is, in accordance with the practice of the
trade, to be processed or repacked in-a
substantial quantity at an establishment
other than that where originally proc-
essed or packed shall be exempt from
compliance with th6 labeling require-
ments of section 502 (f of the act during
the time such drug is also exempt from
the requirements of section 502 (1) of
the act or, in the case of a new animal
drug, is exempt from certification under
section 512(n) of the act under the provi-
sions of § 433.15 or § 433.16 of this
chapter.

M Except aisprovided by paragraphs
(g) and (h) of this section, a shipment
or other delivery of a drug which is sub-
Ject to section 507 of the act and which
Is, in accordance with the practice of
the trade, to be labeled in substantial
quantity at an establishment other than
that where originally processed or
packed shall be exempt from compli-
ance with the labeling requirements of
section 502 (b). (e) and (f of the act
during the time such drug is also exempt
from the requirements of section 502 (1y
of the act or, in the case of a new animal
drug, Is exempt from certification under
section.512(n) of the act under § 433.12
of this chapter, if the words, statements,
and other Information required by sec-
tion 502 (b) and (e) of the act appear-an
each shipping container of such drug.

(g) In case the person who intro-
duced such shipment or other delivery
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Into interstate commerce is the oper-
ator of the establishment where such
drug is to be processed, labeled, or re-
packed, an exemption of such shipment
or delivery under paragraph (e) or (f)
-bf this section shall become void at the
beginning of the act of removing such
shipment or delivery or any part thereof
from such establishment if the drug
comprising such shipment, delivery, or
part is adulterated or misbranded within
the meaning of the act when so removed.
(h) In case the person who introduced

such shipment or delivery into interstate
commerce is not the operator of the es-
tablishment where such drug is to be
processed, labeled, or repacked, an ex-
emption of a shipment or other delivery
of such drug under paragraph (e) or (f)
of this section shall expire at the be-
ginning of the act of removing such
shipment or delivery or any part thereof
from such establishment -if the drug
comprising such shipment, delivery, or
part is adulterated or misbrandea
within the meaning of the act when so
removed.

(I) As It Is a common industry prac-
tice to manufacture' and/or assemble,
package, and fully label a device as sterile
at one establishment and then ship such
device in interstate commerce to another
establishment or to a contract sterilizer
for sterilization, the Food and Drug Ad-
ministration will initiate no regulatory
action against the device as misbranded
or adulterated when the nonsterile device
is labeled sterile, provided all the follow-
ing conditions are met:

(1) There is in effect a written agree-
ment which:

(I) Contains the names and post office
addresses of the firms involved and is
signed by the person authorizing such
shipment and the operator or person in
charge of the establishment receiving the
devices for sterilization.

(ii) Provides instructions for maintain-
ing proper rdcords or otherwise account-
ing for the number of units in each ship-
ment to insure that the number of units
shipped is the same as the number re-
ceived and sterilized.

(iiI) Acknowledges that the device is
nonsterile and is being shipped for fur-
ther processing, and

(iv) States in detail the sterilization
process, the gaseous mixture or other
media, the equipment, and the testing
method or quality controls o be used by
the contract sterilizer to assure that the
device will be brought into full compli-
ance with the Federal Food, Drug, and
Cosmetic Act.

(2) Each pallet, carton, or other
designated unit is conspicuously marked
to show Its nonsterile nature when it is
Introduced Into and is moving in inter-
state commerce, and while it Is being
held prior to sterilization. Following
sterilization, and until such time as it is
established that the device is sterile and
can be released from quarantine, each
pallet, carton, or other designated unit
is conspicuously marked to show that it
has not been released from quarantine,
e.g. "sterilized-awaiting test results" or
an equivalent designation.

(Secs. 501(c), 602(a),'503, 701(a), 52 Stat.
1049, 1050, 1051, 1055; 21 U.S.C. 351(c), 352
(a), 371 (a))
§ 201.160 Drugs; information com-

monly known.

(a) Section 201.100(c) of this chap-
ter provides that in the case of certain
drugs for which directions, hazards,
warnings, and use information are com-
monly known to practitioners licensed by
law, such information may be omitted
from the dispensing package. Under this
proviso, the Commissioner of Food and
Drugs will offer an opinion, upon written
request, stating reasonable grounds
therefor, on a proposal to omit such in-
formation from the dispensing package.

(b) The Commissioner of Food and
Drugs has considered submitted mate-
rial covering a number of drug products
and has offered the 'opinion that the
following drugs, when Intended for
those human uses for which they are
now generally employed by the medical
profession, should be exempt from the
requirements of § 201.100(c) of this
chapter, provided that they meet the
conditions prescribed in this paragraph.
Preparations that are not in dosage unit
form (for example, solutions) will be
regarded as meeting the conditions with
respect to the maximum quantity of
drug per dosage unit if they are pre-
pared In a manner.that enables accurate
and ready administration of a quantity
of drug not in excess of the stated maxi-
mum per dosage unit:
Aminophylline. For oral use, not In ex-

cess of 200 milligrams per dosage unit,
with or without not in excess of 33
milligrams of phenobarbital.

Atropine methyl nitrate. For oral use,
not in excess of 1.0 milligram per
dosage unit.

Atropine sulfate. For oral use, not in
excess of 0.54 milligram per dosage
unit; for injection, not in excess of
0.54 milligram (Ym-grain) per dos-
age unit.

Barbiturates. For oral use, not in ex-
cess of 100 milligrams per dosage
unit; for use as suppositories, not In
excess of 130 milligrams per supposi-
tory.

Chioral hydrate. For oral use, not In
excess of 500 milligrams per dosage
unit; for use as suppositories, not in
excess of 1.0 gram per suppository. -

Codeine phosphate. For oral use, not
in excess of 65 milligrams per dosage
unit; for injection, not in excess of
65 milligrams per dosage unit.

Codeine sulfate. For oral use, not in
excess of 65 milligrams per dosage
unit; for injection,-not in excess of
65 milligrams per dosage unit.

Digitalis. Preparations of whole leaf
digitalis including forms such as digi-
talis tincture. For oral use, contain-
ing the equivalent of not more than
1 U.S.?. digitalis unit per dosage unit.

Dihydroeodeinone bitartrate. For oral
use, not in excess of 10 milligrams per
dosage unit.

Dlhydromorphinone hydrochloride. For
oral use, not in excess of 4 milligrams
per dosage unit. /

Epinephrine injection, 1: 1,000.
Erythrityl tetranitrate. For oral use, not

in excess of 30 milligrams per dosage
unit.

Homatropine methylbromide. For oral
use, not in excess of 5 milligrams per
dosage unit.

Hyoscyahine hydrobromide. For oral
use, not in excess of 1 milligram per
dosage unit.

Hyoscyamine sulfate. For oral use, not
in excess of 1 milligram per dosage
unit.

Hyoscyamus tincture. For oral use, not
in excess of 2 millbliters per dosage
unit.

Mannitol hexanitrate. For oral use, not
in excess of 32 milligrams per dosage
unit.

Methenamine. For oral use, not in ex-
cess of 1 gram per dosage unit.

Morphine phosphate. For oral use, not in
excess; of 33 mIlligrams per dosage
unit; for injection, not in excess of .33
milligrams per dosage unit.

Morphine sulfate. For oral use, not In
excess of 33 milligrams per dosage
unit; for injection, not In excess of
33 milligrams per dosage unit.

Nitroglycerin. For oral use, not in excess
of 0.65 milligram per dosage unit.

Pentaerythritol tetranitrate. For oral
use, not in excess of 20 milligrams per
dosage unit.

Pentaerythritol tetranitrate with pheno-
barbital. For oral use, not in excess
of 20 milligrams of pentaerythrltol
tetranitrate and 35 milligrams of
phenobarbital.

Quinidine sulfate. For oral use, not In
excess of 325 milligrams per dosage
unit.

Scopolamine methylbromde. For oral
use, not in excess of 2.5 milligrams per
dosage unit.

Sodium chloride injection.
Sodium nitrite. For oral use, not In

excess of 60 milligrams per dosage
unit.

Theobromine. For oral use, not in ex-
cess of 325 milligrams per dosage unit.

Thyroid. For oral use, not in excess of
220 milligrams per dosage unit.

Water for injection, sterile.
§ 201.161 Carbon dioxide and certain

other gases.
(a) Carbon dioxide, cyclopropane,

ethylene, helium, and nitrous oxide gases
intended for drug use are exempted from
the requirements of § 201.100(b) (2),
(3), and (c) (1) provided the labeling
bears, in addition to may other Informa-
tion required by the Federal Food, Drug;
and Cosmetic Act, the following:

(1) The warning statement "Warn-
ing-,Administration of (name of gas)
may Nbe hazardous or contraindicated.
For use only by or under the supervision
of a licensed practitioner who Is experi-
enced in the use and administration of
(name of gas) and is familiar with the
Indications, effects, dosages, methods,
and frequency and duration of adminis-
tration, and with the hazards, contrain-
dications, and side effects and the pro-
cautions to be taken"; and
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(2) Aii needed directions concerning
the conditions for storage and warnings
against the inherent dangers in the
handling of'the specific compressed gas.

(b) This labeling exemption does not
apply'to mixtures of any one or more of
these gases with oxygen or with each
other.

(c) Regulatory. action may be initi-
ated with respect to any article shipped
within the jurisdiction of the Act con-
trary to the provisions of this section
after 60 days following publication of
this section in the FEDERAL REGISTER.

(See. 502(f), 52 Stat. 1051; 21 U.S.C. 352(f))
Subpart F-Labeling Claims for Drugs in

- Drug Efficacy Study
§201.200 Disclosure of drug efficacy

stud-' evaluations in labeling and ad.
vertising.

(a) (1) The National Academy of Sci-
ences-National Research Council, Drug
Efficacy Study Group, has completed an
exhaustive review of labeling claims made
for drugs marketed under new-drug and
antibiotic drug procedures between 1938
and 1962. The results are compiled in
'Drug Efficacy Study, A Report to the
Commissioner of Food and Drugs from

-the National Academy of Sciences
(1969) ." As the report notes, this review
has made "an audit of the state of the art
of drug usage that has been uniquely ex-
tensive in scope and uniquely intensive
in time" and is applicable to more than 80
percent of the currently marketed drugs.
The report further notes that the quality
of the evidence of efficacy, as well as the
quality of the labeling claims, is poor.
Labeling and other promotional claims
have been evaluated as "effective," "prob-
ably effective," "possibly effective," "in-
effective," "ineffective as a fixed combi-
nation," and "effective but," and a report
for each drug in the study has been sub-
mitted to the Commissioner.

(2) The Food and Drug Administra-
tion is processing the reports, seeking
voluntary action on the part. of the drug
manufacturers and distributors in the
elimination or modification of unsup-
ported promotional claims, and initiating
administrative actions as necessary to
require product and labeling changes.

(3) Delays have been encountered in
bringing to the attention of the pre-
scribers of prescription items the conclu-
sions 9f the expert panels that reviewed.
the promotional claims.

(b) The Commissioner of Food and
Drugs concludes that:

(1) The failureto disclose in the label-
ing of a drug and in other promotional
material the conclusions of the Academy
experts that -a claim is "ineffective,"
"possibly effective," "probably effective,"
or "ineffective as a fixed combination,"
while labeling and promotional material
bearing any such claim are being used,
is a failure to disclose facts that are ma-
terial'in light of the representations made
and causes the drug to- be misbranded.

(2) The Academy 'classification of a
drug as other than "effective" for a claim
for which such drug is recommended
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establishes that there Is a material
weight of opinion among qualified ex-
perts contrary to the representation
made or suggested In the labeling, and
failure to reveal this fact causes such
labeling to be misleading.

(c) Therefore, after publication in the
FEDERAL REMSE"R of a Drug Efficacy
Study Implementation notice on a pre-
scription drug, unless exempted or other-
wise provided for In the notice, all
package labeling (other than the Imme-
diate container or carton label, unless
such labeling contains information re-
quired by § 201.100(c) (1) in leu of a
package insert). "promotional labeling,
and advertisements shall include, as
part of the information for practi-
tioners under which the drug can
be safely and effectivef used, an ap-
propriate qualification of all claims
evaluated as other than "effective" by
a panel of the National Academy of Sei-
cinces-National Research Council, Ding
Efficacy Study Group, if such claims
continue to be included in either the
labeling or advertisements. However, this
qualifying Information will be required
In advertisements only If promotional
material Is included therein for claims
evaluated as less than "effective" or if
such claims are included in the indica-
tions section of the portion of the ad-
vertisement containing the information
required in brief summary by § 202.1
(e) (1) of this chapter. When, however.
the Food and Drug Administration clas-
sification of such claim Is "effective"
(for example, on the basis of revision
of the language of the claim or sub-
mission or existence of adequate data),
such qualification Is not necessary. When
the Food and Drug Administration clas-
sification of the claim, as stated in the
implementation notice, differs from that
of the Academy but is other than "effec-
tive," the qualifying statement shall
refer to this classification in lieu of the
Academy's classification.

(d) For new drugs and antibiotics, sup-
plements to provide for revised labeling
in accord with paragraph (c) of this sec-
tion shall be submitted under the provi-
sions of § 314.8 (d) and (e) and § 514.50
of thli chapter within 90 days after pub-
lication of the Implementation notice in
the FEDERAL RECsTER or by May 15, 1972,
for those drugs for which notices have
been published and such labeling shall be
put into use as soon as possible but not
later than the end of the time period al-
lowed for submitting supplements to pro-
vide for revised labeling.

(e) Qualifying information required
in drug labeling by paragraph (c) of this
section in order to advise prescribers of
a drug of the findings made by a panel
of the Academy In evaluating a claim as
other than "effective" shall be at least of
the same size and color and degree of
prominence as other printing in the
labeling and shall be Presented In a
prominent box using one of the follow-
Ing formats and procedures:

(1) In drug labeling the box statement
may entirely replace the indications sec-
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tion and be in the following format:

Baztd on a review of this drug by
the National Academy of Sclences-
National Recearch Concil- and/or
other Information, FDA. has cla=sfled
the lndicaton(s) as follow3:

Effective: (list or state In paragraph
form).

"Probably" effective: (list or state
in prgraph form).

"Po-Ably" effective: (lst or state In
paragraph form).

Final clavifleation of the les,-than-
effective indications requires further
nve"tlgatlon.

(2) Or the indcation(s) forwhich the
drug has been found effective may appear
outside the boxed statement and be fol-
lowed immediately by the following boxed
statement:

Bazed on a review of this drug by
the National Academy of Sciences-
National Eesearch Councl and/or
other Information, FDA has dlassifled
the other Indicaton(s) as follows:

"Probably" effective: (list or state In
paragraph form).

Tozibly" effective: (list or state In
paragraph form).

Final clasalfication of the less-than-
effective Indications requires further
nvezt1gatIon.

(3) In drug labeling (other than that
which Is required by § 201.100(c) (1)
which may contain a promotional mes-
sage, the promotional message shall be
keyed to the boxed statement by the
same means as those provided for ad-
vertisements In paragraph (fI (2) of this
section.

(f) Qualifying Information required
In prescription drug advertising by para-
graph (c) of this section shall contain a
prominent boxed statement of the ad-
vertised indication(s) and of the limita-
tions of effectiveness using the same for-
mat, language, and emphasis as that re-
quired in labeling by paragraph (e) of
this section.

(1) The boxed statement shall appear
In (or next to) the information required
in brief summary by § 202.1(e) (1) of this
chapter and shall have prominence at
least equal to that provided for other
information presented in the brief sum-
mary and shall have type size, captions,
color, and other physical characteristics
comparable to the information required
in the brief summary.

(2) Less-than-effective ndicationCs)
in the promotional message of an adver-
tisement which is a single page or less
shall be keyed to the boxed statement
by asterisk, by an appropriate statement,
or by other suitable means providing ade-
quate-emphasis on the boxed statement.
On each page where less-than-effective
indication(s) appear in a mutiple page
advertisement, an asterisk shalibe placed
after the most prominent mention of the
indication(s); If the degree of promi-
nence does not vary, an asterisk shall be
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placed after the first mention of the in-
dication. The asterisk shall refer to a
notation at the bottom of the page-which
shall state "This drug has been evaluated
as probably effective (or possibly effective
whichever is appropriate) for this Indi-
cation" and "See Brief Summary" or
"See Prescribing Information," the latter
legend to be used only if the advertise-
ment carries the required Information for
professional use as set forth in § 201.100
(c) (1).

(3) For less-than-effective indications
which are ncluded n the advertisement
only as a part of the information re-
quired in brief summary, the disclosure
Information shall appear in this portion
of the advertisement in the same manner
as is specified for labeling in paragraph
(e) of this section.

(g) The-Commissioner may find cir-
cumstances are such that, while the
elimination of claims evaluated as other
than effective will generally eliminate
the need for disclosure about such claims,
there will be Instances in which the
change in the prescribing or promotional
profile of the drug is so substantial as
to require a disclosure of the reason for
the change so that the purchaser or pre-
scriber is not misled by being left un-
aware through the sponsor's silence that
a basic change has taken place. The
Food and Drug Administration will
identify these situations in direct cor-
respondence with the drug promoters,
after which the failure to make the dis-
closure will be regarded as misleading
and appropriate action will be taken.
(Sees. 201(n), 502, 505, 607, 62 Stat. 1041,
1050-53 as amended, 1056, as amended by 70
Stat. 919 and 72 Stat. 948, 59 Stat. 463 as
amended; 21 U.S.C. 321 (n), 352, 355,357, 701)
Subpart G-Specific Labeling Require-

ments for Specific Drug Products

§ 201.300 Notice to manufacturers,
packers, and distributors of glandular
preparations.

(a) Under dateof December 4, 1941, in
a notice to manufacturers of glandular
preparations, the Food and Drug Admin-
istration expressed the opinion that
preparations of inert glandular materials
intended for medicinal use should, in
view of the requirement of section 201(n)
of the Federal Food. Drug, and Cosmetic
Act (52 Stat. 1041; 21 U.S.C. 321(n) ), be
labeled with a statement of the material
fact that there Is no scientific evidence
that the articles contain any therapeutic
or physiologically active constituents.
Numerous preparations of such inert
glandular materials were subsequently
marketed with disclaimers of the type
suggested. The term "inert glandular
materials" means preparations incapable
of exerting an action or effect of some
significant or measurable benefit in one
way or another, I.e., in the diagnosis.
cure, mitigation, treatment, or preven-
tion of disease, or in affecting the struc-
ture or any function of the body.

(b) Manufacturers have heretofore
taken advantage of § 201.100 permitting
omission of directions for use when the
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label bears the prescription legend. Sec-
tion 201.100(c) requires that the labeling
of the drug, which may include brochures
readily available to licensed practi-
tioners, bear information as to the use
of the drug by practitioners licensed by
law to administer it. Obviously, infor-
mation adequate for the use of an inert
glandular preparation is not available to
practitioners licensed by law.

(c) The Department of Health, Educa-
tion, and Welfare is of the opinion that
inert glandular materials may not be
exempted from the requirementd of sec-
tion 502 (f) (1) of the act that they bear
adequate directions for use; and, accord-
ingly, that their labeling must include
among other things, representations as
to the conditions for which such articles
are intended to be used or as to the struc-
ture or function of the human body that
they are intended to affect. Since any
such representations offering these arti-
cles for use as drugs would be false or
misleading, such articles will be consid-
ered to be misbranded if they are dis-
tributed for use as drugs.

(d) The amended regulations provide
also that in the case of drugs intended for
parenteral administration there shall be
no exemption from the requirement that
their labelings bear adequate directions
for use. Such Inert glandular materials
for parenteral use are therefore subject
to the same comment as applies to those
intended for oral administration.
§ 201.301 Notice , t6 manufacturers,

packers, and distributors of estro-
genic hormone preparations.

Some drug preparations fabricated
wholly or in part from estrndlol and la-
beled as to potency in terms of interna-
tional units or in terms of international
units of estrone activity have been mar-
keted. The international unit of the
estrus-producing hormone was estab-
lished by the International Conference
on the Standardization of Sex Hormones
at London, England, on August 1, 1932.
This unit was defined as "the specific
estrus-producing activity contained in
0.1 gamma (=0.0001 mg.) of the stand-
ard" hydroxyketonie hormone found in
urine (estrone). The International Con-
ference declared that it did not recom-
mend the determination of the activity
of nonhydroxyketonlc forms of estro-
genic hormones in units of estrone be-
cause of the varying ratios between the
activity bf such nonhydroxyketonic es-
trogenic hormones and estrone, when
measured by different methods on test
animals. There is no International unit
for measuring the activity of estradiol
and no accepted relationship between its
activity and that of estrone. either in test
animals or in humans. The declaration
of potency of estradiol in terms of inter-
national units or in terms of interna-
tional units of estrone activity is there-
fore considered misleading, within the
meaning of 21 U.S.C. 359(a). The dec-
laration of the estradol content of an
estrogenic hormone preparation In terms
-of weight is considered appropriate.

§ 201.302 Notice to manufacturers,
packers, and distributors of drugs for
internal use *hich contain mineral
oil.

(a) In the past few years research
studies have altered medical opinion
as to the usefulne;s and harmfulnes
of mineral oil in the human body.
These studies have indicated that
when mineral oil is used orally
near mealtime it Interferes with
absorption from the digestive tract
of provitamin A and the fat-soluble vita-
mins A, D, and K, and consequently in-
terferes with the utilization of calcium
and phosphorus, with the result that the
user is left liable to deficiency diseases.
When so used In pregnancy It predisposes
to hemorrhagic disease of the newborn.

(b) There Is accumulated evidence
that the Indiscriminate administration of
mineral oil to Infants may be followed by
aspiration of the mineral oil and subse-
quent "lipoid pneumonia."
(c) In view of these facts, the Depart-

ment of Health, Education, and Welfare
will regard as misbranded under the pro-
visions of the Federal Food, Drug, and
Cosmetic Act a drug for oral administra-
tion consisting In whole or in part of
mineral oil, the labeling of which en-
courages its use in pregnancy or Indi-
cates or, implies that such drug Is for
administration to infants.

(d) It is also this Department's view
that the act requires the labelings of such
drugs to bear a warning against con-
sumption other than at bedtime and
against administration to infants. The
following form of warning Is suggested:
"Caution: To be taken only at bedtime.
Do not use at any other time or admin-
ister to infants, except upon the advice
of a physician."

(e) This statement of interpretation
does not In any way exempt mineral oil or
preparations containing mineral oil from
complying in all other respects with the
requirements of the Federal Food, Drug,
and Cosmetic Act.
§ 201.303 Labeling of drug preparations

containing significant proportions of
wintergreen oil.

(a) Because methyl zailcylate (winter-
green oil) manifests no toxicity In the
minute amounts in which It Is used as a
flavoring, it Is mistakenly regarded by
the public as harmless even when taken
in substantially larger amounts. Actu-
ally. It is quite toxic when taken In quan-
tities of a teaspoonful or more. Winter-
green oil and preparations containing It
have caused a number of deaths through
accidental misuse by both adults and
children. Children are particularly at-
Iracted by the odor and are likely to
swallow these products when left within
reach.

(b) To safeguard against fatalities
from this cause, the Department of
Health, Education, and Welfare will re-
gard as misbranded under the provisions
of the Federal Food, Drug, and Cosmetic
Act any drug containing more than 5
percent methyl salicylate (wintergreen
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oil), the labeling of which fails to warn
that use otherwise than as directed
therein may be dangerous and that the
article should be kept out of reach of
children to prevent accidential poisoning.

(c) This statement of interpretation
in no way exempts methyl salicylate
(wintergreen oil) or its preparations
from complying in all other respects with
the requirements of the Federal Food,
Drug, and Cosmetic Act.
(Sec. 502, 52 Stat, 1050, as amended; 21

U.S.C. 352)

§ 201.304 Tannic acid -and barium en-
ema preparations.

(a) It has become-a widespread pirac-
tice for tannic acid to be added to barium
enemas to improve X-raypictfires. Tan-
nic acid is capable of causing diminished
liver function and severe liver necrosis
when absorbed in sufficient amounts.
The medical literature reports a number
of deaths associated with the addition
of tannic acid to barium enemas. There
Is a lack of scientific evidence to estab-
lish the conditions, If any. under which
tannic acid is safe and effective for use
in enemas. Tannio acid for rectal use to
enhance X-ray visualization is regarded
as a new drug within the meaning of sec-
tion 201(p) of the Federal Food, Drug,
and-Cosmetic Act.

(b) In view- of the hazards Involved
.when tannic acid is used- In barium

enemas,- any shipments of tannic acid
labeled to come within the exemptions
under 502(f) of the Act containing such
phrases as: "Caution: For mahufactur-
ing.- processing, or repackaging,"' ' or
prescription compounding," or 'Diag-
nostic reagent-For professional use
only" will be regarded by the Commis-
sioner of Food and Drugs as misbranded
within the meaning of section 502(f) of
the Federal Food, Drug, and Cosmestlc
Act unless the label and the labeling bear
conspicuously a warning to the effect:
"Warning-Not for use in enemas."

(c) Any tannic acid intended for use
by man and-found within the jurisdiction
of the Federal Food, Drug, and Cosmetic
Act labeled-contrary to this'section after
60 days from the date of Its publication
In the FEDEm REGrsTE may be made
the subject of regulatory proceedings.
(Sec. 502,52 Stat. 105,0, as amended; 21 U.S.C.
352)
§ 201.305 Isoproterenolinhalation prep-

arations (pressurized aerosols, neb-
ulizers, powders) for human use;
warnings.

(a) Accumulating reports have been
received by the Food and Drug Admin-
istration and have appeared in the medi-
cal literature of severe paradoxical
bronchoconstriction associated with re-
peated, excessive use of isoproterenol in-
halation preparations in the treatment
of bronchial asthma and other chronic
bronchopulmonary disorders. The cause
of this paradoxical reaction is unknown;
it has been observed, -however, that
patients have not responded completely
to other.forms of therapy until use of
the isoproterenol Inhalation preparation
was discontinued. In addition, sudden
unexpected deaths have been associated

with the excessive use of isoproterenol
inhalation preparations. The mechanism
of these deaths and their relationship,
if any, to the cases of severe paradoxical
bronchospasm are not clear. Cardiac
arrest was noted in several of these
cases of sudden death.

(b) On the basis of the above infor-
mation and after dicusslon with and
concurrence of the Respiratory and An-
esthetic Drugs Advisory Committee for
Food and Drug Administration, the
Commissioner of Food and Drugs con-
cludes that in order for the labeling of
,such drugs to bear adequate Information
for their safe use, as required by
§ 201.100, such labeling must include the
following:

Warning: Occasional patients have been
reported to develop severe paradoxical air-
way resistance with repeated, excesive use
of isoproterenol Inhalation preparations. The
cause of this refractory state is unknown. It
is advisable that In such Instances the use
of this preparation be discontinued Immedi-
ately and alternative therapy Instituted. aince
In the reported cases the patients did not re-
spond to other forms of therapy until the
drug was withdrawn.

Deaths have been reported following exces-
sive use of lsoproterenol Whalation prepara-
tions and the erect cause Is unknown. Car-
diac arrest was noted n several instances.

(o) (1) The Commissioner also con-
cludes that in view of the manner in
which these preparations are self-admin-
istered for relief of attacks of bronchial
asthma and other chronic bronchopul-
monary disorders, It Is necessary for the
protection of users that warning infor-
mation to patients be included as a part
of the label and as part of any instTuc-
tions to patients included in the package
dispensed to the patient as follows:

Warning: Do not -exceed the does pre-
scribed by your physician. If dilIculty In
breathing persists, contact your physician
immediately.

(2) The warning o4 the label may be
accomplished (1) by including It on the
immediate container label with a state-
ment directed to pharmacists not to re-
move the label or (i) by including in the
package a printed warning with Instruc-
tions to pharmacists to place the warn-
ing on the container prior ta dispensing.

(d) The marketing of isoproterenol in-
halation preparations may be continued
if all the following conditions are met:

(1) Within 30 days following the date
of publication of this section in the FD-
ERAL REGIS=m:

(I) The label and labeling of such
preparations shipped within the Juris-
diction of the act are in accordance with
paragraphs (b) and (c) of this section.

(iD The holder of an approved new-
drug application for such preparation
submits a supplement to his new-drug
application to provide for appropriate
labeling changes as described In para-
graphs '(b) and (c) of this section.

(2) Within 90 days following the date
of publication of this section in the FED-
ERAL REGISTER, the manufacturer, packer,
or distributor of any drug -containing
isoproterenol intended forinhalatlon for
which a new-drug approval is not in
effect submits a new-drug application
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containing satisfactory information of
the kinds required by Items 4, 5, 6, 7, 8,
and 9 of the new-drug application form
(form FD-356H set forth in § 314.1(c) (2)
of this chapter), including appropriate
labeling as described in paragraphs (b)
and (c) of this section.

(3) The applicant submits additional
lnformatibn required for the approval of
the application as may be specified in a
written communication from the Food
and Drug Administration.
(e) After 270 days following expira-

tion of said 90 days, regulatory proceed-
ings based on section 505(a) of the
Federal Food, Drug, and Cosmetic Act
may be initiated with regard to any such
drug shipped within the Jurisdiction of
the act for which an approved new-drug
application is not in effect.
(Seca. 502 (f), (j), 505, 52 Stat 1051-53, as
amended; 21 U.S.C. 352 (f), (j), 355)
§ 201.306 Potassium salt preparations

intended for oral ingestion by man.
(a) The Food and Drug Administra-

tion will Initiate no regulatory action
with respect to the continued marketing
of coated tablets containing potassium
chloride or other potassium salts which
supply 100 milligrams or more of potas-
sium per tablet provided all the follow-
ing conditions are met:

(1) Within 30 days from the date of
publication of this statement of policy
in the F=zrAL RGcISrE:

CI) The labeling of the drug bears the
prescription caution statement quoted in
section 503(b) (4) of the Federal Food,
Drug, and Cosmetic Act;,

(I) The labeling on or within the
package from which the drug is to be
dispensed bears adequate information
for Its use by practitioners in accord with
the "full disclosure" labeling require-
ments of § 201.100 of this chapter, in-
cluding the following warning statement:
"Warning-There have been several re-
ports, published and unpublished, con-
cerning nonspecific small-bowel lesions
consisting of stenosis, with or without
ulceration, associated with the admin-
istration of enterfc-coated thlazides with
potassium salts. These lesions may oc-
cur with enteric-coated potassium tab-
lets alone or when they are used with
nonenteric-coated thiazides, or certain
other oral diuretics. These small-bowel
lesions have caused obstruction, hemor-
rhage, and perforation. Surgery was
frequently required and deaths have oc-
curred. Based on a large survey of
physicians and hospitals, both United
States and foreign, the incidence of these
lesions is low, and a causal relationship
in man has not been definitely estab-
lished. Available information tends to
Implicate enteric-coated potassium salts,
although lesions of this type-also occur
spontaneously. Therefore, coated po-
tasslum-containing formulations should
be administered only when indicated,
and should be discontinued immediately
if abdominal pain, distention, nausea,
vomiting, or gastrointestinal bleeding oc-
cur. Coatedpotassium tablets should be
used only when adequate dietary sup-
plementation is not practicable."'
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(Although the warning statement In-
cludes references to enteric-coated po--
tassium salt preparations, it applies to
any capsule or coated tablet of a potas-
sium salt intended for oral ingestion
without prior dilution with an adequate
volume of liquid to preclude gastroin-
testinal injury.)

(Ill) Any other labeling or additional
advertising for the drug conforms to the
labeling described in paragraph (a) (1)
(ii) of this section, in accordance* with
§§ 202.1 and 201.100 of this chapter.

(2) Within 90 days from the date of
publication of this statement of policy
in the FEDERAL REGISTER, the manufac-
turer, packer, or distributor Of the drug
shall submit a new-drug application con-
taining satisfactory information of the
kind required by Items 2, 3, 4, 6, 7, and
9 of the new-drug application form con-
tained in § 314.1(c) of this chapter, with
appropriate labeling as described in this
paragraph.

(b) The Food and Drug Administra-
tion may Initiate regulatory proceedings
after 30 days from the date of publication
of this section, with respect to the mar-
keting of uncoated tablets containing
potassium chloride or other potassium
salts which supply 100 milligrams or
more of potassium per tablet or with re-
spect to liquid preparations containing
potassium chloride or other potassium
salts which supply 20 milligrams or more
of potassium per milliliter, labeled or in-
tended for human use, unless all the fol-
lowing conditions are met:

(1) The labeling of the drug bears the'
prescription caution statement quoted in
section 603 (b) (4) of the Federal Food.
Drug, and Cosmetic Act; 'and

(2) The labeling on or within the pack-
age from, which the drug is to be dis-
pensed bears adequate information for
Its use by practitioners in accord with
the "full disclosure" labeling require-
ments of § 201.100 of this chapter,
Including a recommendation that pa-
tients be directed to disslove any such
tablets -in an appropriate amount of
liquid and to dilute any such liquid prep-
arations adequately to assure against
gastrointestinal injury associated with
the oral ingestion of concentrated potas-
sium salt preparations.
(Sees. 602(f). 503(b) (4). 505: 52 Stat. 1051,
1052; 21 U.S.C. 352(f), 353(b), 355)

201.307 Chlorcyclizine, cyclizine, mcc-
lizine; warnings; labeling require-
ments.

(a) The Food and Drug Administra-
tion, pursuant to its responsibility for
the safety and effectiveness of drugs, has
conducted active investigations of re-
ports of available animal data which
reveal that chlorcyclizine hydrochloride.
cyclizine hydrochloride and lactate, and
meclizine hydrochloride exert a terato-
genic response in animals such as the
rat, mouse, rabbit, pig, and dog. While
clinical studies to date are inconclusive,
scientific etperts are of the opinion that
these drugs may possess a potential foi
adverse effects on the human fetus. In-
vestigations have led to the conclusion
that there exists sufficient evidence of

teratogenicity in animals administered
these drugs to Justify warnings against
their use in pregnancy except on advice
of a physician. An Ad Hoc Advisory
Committee on the Teratogenic Effect of
Certain Drugs, comprised of scientists in
various branches of medicine concerned
tith the problem, has submitted its
findings and conclusions to the Commis-
sioner of Food and Drugs and has rec-
ommended that all over-the-counter
preparations containing chlorcyclizine,
cyclizine, or meclizine or thelr salts bear
a warning.

(b) On the basis of studies made by
the Food and Drug Administration and
on the recommendations of the Advisory
Committee, the Commissioner of Food
and Drugs has concluded that it is neces-
sary for the protection of users that the
label and labeling of all over-the-counter
preparations containing chlorcyclizine,
cyclizine, or meclizine or their salts bear
a statement to the following effect:
"Waring-Not for use by women who
are pregnant or who may possibly be-
come pregnant, unless directed by a
physician, since this drug may have the
potentiality of injuring the unborn
child."- -
(c) The marketing of oral and pa-

renteral drugs containing chlorcyclizine,
cyclizine, or meclizine or their salts may
be continued provided that all the fol-
lowing conditions are met:

(1) Within 30 days from the date of
publication of this statement in the
FEDERAL REGISTER.

(D The label and applicable labeling
of druas containing chlorcyclizine, cycli-
zine, or meclizine or their salts at ac-
ceptable levels for over-the-counter dis-
tribution, shall prominently and con-
spicuously display the statement:
"Warning-Not for use by women who
are pregnant or who may possibly be-
come pregnant, unless directed by a
physician, since this drug may have the
potentiality of injuring the unborn
child."

(ii) The package labeling and other
labeling providing professional use in-
formation concerning prescription drugs
containing chlorcyclizine, cyclizine, or
meclizine or- their salts and not contra-
indicated for use in pregnancy because
Of some other ingredient, shall bear, in
accordance with § 201.100" of this chap-
ter, a section under "Adverse Reactions"
headed "Use in Pregnancy," as follows:

The following information should be
taken into account in determining whether
the potential benefits of [chlorcyclizine,
cycliszne, mecliaine, or their salts] outweigh
the risks of their use in women of child-
bearing age and particularly during preg-
nancy. A review of available animal data
reveals that this drug exerts a teratogenic
response in the [rat, mouse, rabbit, pig, dog].
While available clinical data are inconclu-
sivb, scientific experts are of the opinion
that this drug may possess a potential for
adverse effects on the human fetus. Conse-
quently. consideration should be given to
Initial use of a nonphenothiazine agent that
is not uspected of having a teratogenic po-

*Section 202.1 will require that prescrip-
tion drug advertising contain this warning.

tential. In any case, the dosago and dura-
tion of treatment should be kept to a
minimum.

This statement shall be followed with
an appropriate summary of the perti-
nent animal studies and adverso clini-
cal experiences, with adequate refer-
ences to the scientific literature. Also,
the labeling shall contain, in Juxtaposi-
tion with any representation for use in
the treatment of nausea and vomiting
in pregnancy, the followint statement:

The effectiveness of ---- for the pro-
vention and treatment of nausea and vomit-
Ing of pregnancy has not been established,
and the decision to use - should be
based on the seriousnezs of the situation,
remembering that while this drug ha boon
used clinically for a decade, there are yet
no controlled studies to demonstrate Ito
usefulness in an objective fashion. In most
cases, nausea and vomiting of pregnancy
may be unpleasant but do not present a
serious threat to the health'of the patient
or to the progress of her pregnancy. In
view of the desirability of keeping the ad-
ministration of all drugs to a minimum dur-
ing pregnancy, management by physiologic
means such as proper nutrition and by
psychologic support Is preferable to anti-
emetic therapy.

(2) Within 30 days from the date of
publication of this statement of policy
in the FEDERAL REoSTER, the applicant
under an approved new-drug application
for A drug containing chloroyclizine,
cyclizine, or meclzine or their salts shall
submit a supplement to his new-drug ap-
plication, providing for appropriate
labeling changes as described in para-
graph (c) (1) (i) or (ii) of this section.

(3) Within 90 days from the date of
publication of this statement of policy
in the FEDAmL REGISTER, the manu-
facturer, packer, or dlstributor of any
drug colitaining chlorcyclizine, cyclizine,
or meclizine or their salts for which a
new-drug approval is not in effect shall
submit a new-drug application contain-
ing satisfactory Information of the kinds
required in. the new-drug application
form contained In § 314.1(c) of this
chapter, including appropriate labeling
as described in paragraph (c) (1) (i) or
(ii) of this section.

(d) In view of the fact that no sub-
stantial evidence has been offered for
the effectiveness of chiorcyclizIne, cycli-
zine, and meclizine or their salts in the
prevention and treatment of nausea and
vomiting of pregnancy, but mindful of
the fact that some practicing physicians
believe that these drugs exert a bene-
ficial effect upon this condition, the Food
and Drug Administration will permit a
modified claim in Indications for this
use for a period not exceeding 2 years.
However, this modified Indication for use
of these drugs In the prevention and
treatment of nausea and vomiting of
pregnancy will be deleted from the label-
ing unless substantial evidence Is offered
before the expiration of this period of
time. The Food and Drug Administra-
tion will also continue to follow the
large-scale surveys of clinical experience
and any reports of adverse reaction that
may be due to the use of these drugs
under the revised labeling.
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§ 201.308 Ipecac syrup; warnings and
directions- for - use for over-the-
counter sale.

(a) It is estimated that each year
about 500,000 accidental poisonings occur
in the United States and result In ap-
proximately 1,500 deaths, of which over
400 are children. In the emergency
treatment of -these poisonings. Ipecac
syrup is considered the emetic of choice.
The-immediate availability of this drug
for use in such situations Is critical, since
rapid treatment may be the difference
between life and death. The restriction
of this drug to prescription sale limits
its availability 14 emergencies. On the
other hand, it is the consensus of in-
formedmedical opinion that Ipecac syrup
should be used only under medical super,.
vision in the emergency treatment of
poisonings. In view of these facts, the-
question of whether Ipecac syrup labeled
as an emergency treatment for use In
poisonings should be available over the
counter has ibeen controversial.

(b) In connection with its study of
this problem, the Food and-Drug Admin-
istration has obtained the views of medi-
cal authorities. It is the unanimous
recommendation of the American Acad-
emy of Pediatrics, the Anierican Associa-
tion of Poison Control Centers, the
American Medical Associationand the
Medical Advisory Board of the Food and
Drug Administration that ipecac syrup
in 1 fluid ounce containers be permitted
to be sold without prescription so that It
will be readily available in the household
for emergency treatment of poisonings,
under medical supervision, and that the
drug be appropriately packaged and
labeled for this purpose.

(c) In view of the above recommenda-
tions, the. Commissioner of Food and
Drugs has determined that It is in, the
interest of the public health for ipecac
syrup to be available for sale without
prescription, provided that it is packaged
In a quantity.of 1 fluid ounce (30 milM-
liters), and its label bears, in addition
to other required label information, the
following, in a prominent and con-
spicuousimanner:

(1) A statement conspicuously boxed
and in red letters, to the effect: "For
emergency use to cause vomiting in
poisoning. Before using, call physician.
the Poison Control Center, or hospital
emergency r6om immediately for advice."

(2) A warning to the effect: "Warn-
ing-Keep out of reach of children. Do
ndt use'in unconscious persons. Ordi-
narily, this drug should not be used if
strychnine, corrosives such as alkalies
(lye) and strong acids, or pttroleum dfs-
tillates such as kerosine, gasoline, coal
oil, fuel oil, paint thinner, or cleaning
fluid have been ingested."

(3) Usual dosage: 1 tablespoon (15
milliliters) in persons over 1 year of age.
§ 201.309 Acetophenetidin (phenacectin)-

containing preparations; necessary
warning statement,

-(a) In 1961, the Food and Drug
Administration, pursuant to its statutory
responsibility for the safety and effec-
tiveness of- drugs shipped in interstate

commerce, began an active investiga-
tion of reports of possible toxic effects
and renal damage due to misuse of the
drug acetophenetidin. This study led to
the decision that there was probable
cause to conclude that misuse and pro-
longed use of the drug were in fact
responsible for kidney lesions and
disease. The Commissioner of Food and
Drugs, in December 1963. appointed an
ad hoc Advisory Committee of Inquiry on
Possible Nephrotoxieity Associated With
the Abuse of Acetophenetidin (Phen-
acetin) -Containing Preparations. This
committee, composed of scientists in the
fields of pharmacology and medicine, on
April 23, 1964, submitted its findings and
conclusions In the matter and recom-
mended that all acetophenetidin (phen-
acetin) -containing preparations bear a
warning as provided in section 502(f) (2)
of the Federal Food, Drug, and Cos-
metic Act.

(b) On the basis of the studies made
by the Food and Drug Administration
and the report of the Advisory Commit-
tee, the Commissioner of Food and Drugs
has concluded that It Is necessary for the
protection of users that the label and
labeling of all acetophenetidin (phena-
cetin) -containing preparations bear a
warning statement to the following ef-
fect: "Warning-This medication may
damage the kidneys when used In large
amounts or for a long period of time.
Do not take more than the recommended
dosage, nor take regularly for longer
than 10 days without consulting your
physician."
§ 201.310 Phenindione; labeling of drug

preparations intended for use by
man.

(a) Reports in the medical literature
and data accumulated by the Food and
Drug Administration Indicate that phen-
ndone, a synthetic anticoagulant drug,

has caused a number of cases of
agranulocytosis (with two fatalities).
There are also reports Implicating the
drug in cases of hepatitis and hyper-
sensitivity reactions. In view of .the
potentially serious effects found to be
associated with preparations of this drug
intended for use by man, the Commis-
sioner of Food and Drugs will regard
such preparations as misbranded within
the meaning of section 502(f) (1) and
(2) of the Federal Food, Drug, and Cos-
metic Act, unless the label and labeling
on or within the package from which the
drug is to be dispensed, and any other
labeling furnishing or purporting to
furnish information for use of the drug,
bear a conspicuous warning statement
to the following effect: 'Warnjng:
Agranulocytosis and hepatitis -have been
associated with the use of phenindione.
Patients should be instructed to report
promptly prodromal symptoms such as
marked fatigue, chill, fever, and sore
throat. Periodic blood studies and liver
function tests should be prformed. Use
of the drug should be discontinued if
leukopenla occurs or If evidence of
hypersensitivity, such as dermatitis or
fever, appears."

(b) Regulatory action may be initi-
ated with respect to preparations of

phenindlone intended for use by man
found within the Jurisdiction of the act
on or after November 25, 1961, unless
such preparations are labeled in ac-
cordance with paragraph (a) of this
section.
(Sees. 502(f), 52 Stat. 1051, 21 US.C. 352(f))
§ 201.311 Aminopyrine or dipyrone

drug preparations for human use; di-
rections and warnings.

(a) Because'of the Increasing number
of reports of fatal agranulocytosis asso-
ciated with the use of aminopyrine (4-
dimethylamino - 2,3-dlmethyl-l-phenyl-
3-pyrazolin-5-one) and dipyrone (1-
phenyl - 2,3 - dimethyl- 5-pyrazolone-4-
methylaminomethanesulfonate sodium).
the Commissioner of Food and Drugs
convened an ad hoc Committee on Ami-
nopyrine and Dipyrone. The members
of the committee conslited of authorities
In the fields of hematology, internal
medicine, neurology, pediatrics, and
pharmacology. This committee consid-
ered the questions of safety and effective-
ness of aminopyrine and dpyrone and
reported Its findings and recommenda-
tions to the Commissioner of Food and'
Drugs. Copies of the committee's report
and recommendations are available upon
request, directed to the office of the As-
sistant Commissioner for Public Affairs,
5600 Fishers Lane, Rockvllle, MD 20852.
The committee found:

(1) Aminopyrine and dipyrone, a de-
rivative of aminopyrine, are capable of
causing and have caused fatal agranulo-
cytosis.

(2) Relatively small amounts of these
drugs given intermittently over a period
of time, as well as regular and continued
administration, can precipitate the re-
action of agraulocytosis."(3) In most instances, other anti-
pyretics and analgesics that are much
safer -should be used in preferencF to
aminopyrine or dipyrone.

(4) The only conditions in which ami-
nopyrine pr dipyrone are known to be
possibly indicated are febrile convulsions
in children, where a parenteral anti-
pyretic may be needed, and in rare in-
stances of Hodgkin's disease and similar
malignant -diseases in which the fever
cannot be controlled by any other means.

(b) The committee summarized its
recommendations as follows:

1. It in recommended that aminopyrine and
dipyrone for the present be retained on the
market, but that the following statementa-
be included In the labeling of the drugs:

All brochures, maling pieces, detallpieces.
advertising, and other labeling should con-
tain the following paragraphs, In this order:

Warnfng--THIS DRUG MAY CAUSE FATAL
AGRANUILOCTOSIS. (This should Imme-
diately foUow the name of the drug.)

Cauti-on-This drug should be used only in
those conditions in which It Is specifically
indicated and In which other less toxic drugs
have proved ineffective or are not tolerated.
The potential benefit accruing from the
ue of this drug must be weighed against the
pocaiblty of fatal agranulocytcsls.

Indfcatf n or use. Aminopyrdneandami-
nopyrine derivates (dIpyrone preparations)
should be restricted for use In serious or life-
threatening situations where sallcylates or
stim ar drugs are known to be ineffective or
are contraindicated or not tolerated.

FEDERAL REGISTER, VOL 40, NO. 60-THURSDAY, MARCH 27, 197S

14013



RULES AND REGULATIONS

DuFation of administration. Fatal agranl-
locytosis has been reported after short-term
use, intermittent use, and after long-term
administration. Therefore, the use of these
agents should be as brief as possible.

Precautions. Frequent white blood cell
and differential counts should be carried out.
However, it Is emphasized that agranu-
locytosis may occur precipitously without
prior warning.' The drug should be dis-
continued at the first evidence of any altera
tion of the blood count or sign of agranu-
locytosis, and the patient should be
instructed to discontinue use of the drug at
the first Indication of sore throat or sign of
other Infection In the mouth or throat (pain,
swelling, tenderness, ulceration).

Dosage. Adults: The usual antipyretc
dose should not exceed 2 to 1 gram per
dose, nor should more than 3 grams total
daily dosage be used. If the desired effect
Is not achieved within a very few days,
use of the drug should be discontinued.

Children: 250 to 500 milligrams per dose,
repeated in 3 to 4 hours if necessary. Use
of the drug should be as brief as possible.

2. It Is recommended that every effort be
made through educational media to empha-
size the Identical nature of aminopyrine and
dipyrone Insofar as toxicity is concerned.

3. It Is further recommended that the
official name of dipyrone be changed to
aminopyrinesulfonate sodium, if possible.
The purpose of this is to achieve the objec-
tive of Item 2 above.

4. The committee suggests that the panel.
be recalled by the Commissioner of the Food
and Drug Administration within approxi-
mately one year after these recommendations
have been fully implemented. The purpose
of such a meeting would be to ascertain-
whether the use of dipyrone and Ainopy-
rine and the cases of fatal agranulocytosis as-
sociated with the use of these drugs had been
noticeably reduced by the method proposed.
If the recommended labeling changes do not
have the desired effect, other recommenda-
tions would need to be considered at that
time.

(c) The committee also decided that
a letter should be sent to all physicians
to remind them of the close similarity
and toxicity of aminopyrine and di-
pyrone.

(d) On the basis of the available
evidence, including the findings and
recommendations of the committee, the
Commissioner of Food and Drugs finds
and determines with respect to any
drug preparation intended for admin-
istration to man that contains amino-
pyrine or dipyrone:

(1) Such drugs are unsafe and are
regarded as misbranded within the
meaning of section 502(f) (1) and (2)
and () of the Federal Food, Drug, and
Cosmetic Act when labeled or advertised
for routine use as antipyretics or anal-
gesics.

(2) Regulatory proceedings may be
initiated with regard to the continued
marketing of any such preparations with
labeling or advertising offering such
drugs for routine use as antipyretics or
analgesics.

(3) Such preparations may be ap-
proved as safe and effective for market-
Ing on the basis of new-drug applications
containing labeling to the following
effect, which labeling differs substantially
from the labeling that has been com-
monly employed for many years in the
marketing of such drugs:

(i) The label and labeling of the drug
contains prominently and conspicuously.
immediately following the trade name of
the drug, without any intervening
written, printed or graphic matter, the
following:

(a) A quantitative declaration of the
aminopyrine content; or

(b) A quantitative declaration of the
dipyrone content with the name "dl-
pyrone" followed immediately and con-
spicuously in parentheses by the declara-
tion "aminopyrine derivative"; and

(c) The statement "Warning:-This
drug may cause fatal agranulocytosis."

(ii) Labeling on or within the package
from which the drug is to be dispensed
and any other labeling for the drug that
furnishes or purports to furnish informa-
tion for use, or which prescribes, recom-
mends, or suggest§ a dosage for the use
of the drug, bears, in addition to the
information required in this subpara-
graph, information to the following
effect:

WARNING-THIS DRUG MAY CAUSE
FATAL AGRAlUqLOOYTOSIS.

CAUTION: This drug should be used only
in those conditions in which it is specifically
indicated and In which other less toxic drugs
have proved ineffective or are not tolerated.
The potential benefit accruing from the use
of this drug must be-welghed against the
possibility of fatal agranulocytosis.

Indications for use. Aminopyrine and
eminopyrine derivatives (dipyrone prepa-
rations) should be restricted to use for
their antipyretic effect In serious or life-
threatening situations where salicylates or
similar drugs are known to be ineffective or
are contraindicated or not tolerated.

Duration of administration. Fatal agran-
ulocytosis has been reported after short-
term use, intermittent use, and after long-
term administration. Therefore, the use of
these agents should be as brief as possible.

Precautions. Frequent white blood cell
and differential counts should be carried out.
However, it is emphasized that agranulocy-
tosis may occur precipitously without prior
warning. The drug should be discontinued
at the first evidence of any alteration of the
blood count or sign of agranulocytosts, and
the patient should be instructed to discon-
tinue use of the drug at the first ndication
of sore throat or sign of other infection in
the mouth or throat (pain, swelling, tender-
ness, ulceration).

Dosage. Adults: The usual antipyreto
dose should not exceed 1/2 to 1 gram per dose,
nor should more than 3 grams total daily
dosage be used. If the desired effect Is not
achieved within a very few days, use of the
drug should be discontinued.

Children: 250 to 500 milligrams per dose,
repeated in 3 to 4 hours If necessary. Use
of the drug should be as brief as possible.

(4) A new-drug application for such
a preparation should include a commit-
ment that all advertising for the drug
will bear the information required by
paragraph (d) (3) () of this section,
and that any advertisement that pro-
vides any information regarding indi-
cations or dosage recommendations will
include the information required to ap-
pear in the package labeling by para-
graph (d) (3) (ii) of this section and
will not xecommend or suggest use of the
drug under any other conditions.

(5) A new-drug application will be
regarded as approable if It contains

satisfactory information of the kinds re-
quired by Items 4, 5, 6, 7, and 8 of the
new-drug application form set forth In
§ 314.1(c) (2) of this chapter.

(6) Regulatory proceedings may be
initiated with regard to the interstate
shipment of any such preparations for
which a new-drug application Is not ap-
proved or which Is labeled or advertised
contrary to the labeling approved In such
application consistent with this state-
ment of policy.

(Sec. 502 .(f), (j); 62 Stat. 1051; 21 U.S.o.
352 (f), (j))
§ 201.312 Magneslum sulfate heplahy-

drale; label declaration on drug
products.

Magnesium sulfate heptahydrato
should be listed on the label of a drug
product as epsom salt, which Is Its com-
mon or usual name.
(Sec. 502, 52 Stat. 1051; 21 U.S.C. 352)

§ 201.313 Estradiol labeling.
The article presently recognized In The

National Formulary under the heading
"Estradiol" and which is said to be "17-
cis-beta estradlol" Is the same substance
formerly recognized in the United States
Pharmacopela under the designation
"Alpha Estradiol." The substance should
no longer be referred to in drug labeling
as "Alpha Estradlol." The Food and
Drug Administration would not object to
label references to the article os simply
"Estradior'; nor would It object if the
label of a preparation containing this
substance referred to the presence of
"Estradlol (formerly known as Alpha
Estradiol)."
(Sees. 201, 502, 52 Stat. 1040, 1051: 21 U. S. 0.
321,352)
§ 201.314 Labelingof drug preparations

. containing salicylates.
(a) The label of any oral drug

preparation Intended for sale without
prescription and which contains any
salicylate ingredient (including aspirin,
salicylamlde, other sallcylates, and com-
binations) must bear a conspicuous
warning statement in heavy block type on
clearly contrasting background, such as:
"Warning-Keep this and all medicines
out of children's reach, In case of ac-
Cidental overdose, contact a physician
immediately," or "Warning-Keep out
of the reach of children," except that
if the article is an aspirin preparation, it
shall bear the first of these warning
statements. Such a warning statement
is required for compliance with section
502(f) (2) of the Federal Food, Drug, and
Cosmetic Act and is intended to guard
against accidental poisonings. Safety
closures that prevent access to the drug
by young children are also recommended
to guard against accidental poisonings.

(b) Effervescent preparations and
preparations containing para-aminosal-
Icylate as the only rallcvlate ingredient
are exempted from this labeling require-
ment.(c) Aspirin tablets sold as such and
containing no other active ingredients,
except tablets which cannot be readily
subdivided into a child's dose because of
their coating or size, should always bear

FEDERAL REGISTER, VOL. 40, NO. 60-THURSDAY, MARCH 27, 1975



RULES AND REGULATIONS

dosage directions for each age group
- down to 3 years of age, with a statement

such as "For children under 3 years of
ate, consult your physician." It is rec-
ommended that:(1) Aspirin tablets especially made
for pediatric use be produced only in
1y4-grain size to reduce the hazard of
errors in dosage;

(2) By June 1, 1967, manufacturers
and distributors of I 4-grain size aspirin
,tablets discontinue the distribution of
such tablets in retail containers con-
taining more than 36 tablets, to reduce
the hazard of accidental posoning;

(3) The flavoring of 5-grain aspirin
tablets or other "adult aspirin tablets" be
discontinued; and n e

(4) Labeling giving undue emphasis
to the pleasant flavor of flavored aspirin
tablets be discontinued.

(d) Salicylate preparations other than
-" aspirin tablets sold as such may, at the

option of the distributor, be labeled for
use by adults only. If their labeling and
advertising clearly offer them for ad- -
ministration to adults only.
(e) (1) It is the obligation of the dis-

tributor who labels a salicylate prepark-
tion for administration to children to
make certain that the article is suitable
for such-use and labeled with adequate
directions for use in the age group for
which it is offered, but in no case should
such an article bear directions for use
.in children under 3 years of age. If the
directions provide for administration to
children as young as 3 years of age, the
label should bear the statement, "For
children under 3 years of age consult
your physician." Howeyer, If the direc-
tions provide for administration to chl1-
dr.en only of an age greater than 3 years
(for example, the dosage instructions
provide for administration of the article
to children only down to age 6), the label
should bear a statement such as, :'For
younger children consult your physl-
cianw"

(2) A statement such-as, "For children
under 3 years of age consult your physi-
cian" or "For younger children consult
your physician" is not required on the
label of an article clearly offered for ad-
ministration to adults only.

(f) If the labeling or advertising of a
__salicylate preparation offers it for use

in arthritis or rheumatism, the label and
labeling should clearly state that the
beneficial effects claimed are limited to:
'Tor the temporary relief of miffor aches
and pains of arthritis and rheumatism."
The qualifying phrase "for the temporary
relief of minor aches and pains" should
appear with the same degree of promi-
nence and conspicuousness as the phrase
"arthritis and-rheumatism". The label
and labeling should bear In juxtaposition
with such directions for use conspicu-
ous warning statements to the effect:
"Caution: If pain-persistg for more than
10 days, or redness is present, or in con-
ditions affecting children under 12 years
of age, consult a physician Immediately."
The saliylate dosage should not exceed
60 grains in a 24-hour period or 10 grains
In a 4-hour period. If the article con-
tains other analgesics, the salicylate dos-
age should be appropriately reduced.

(g) (1) The label of any drug con-
taining more than 5 percent methyl sail-
cylate (wintergreen oil) should bear a
conspicuous warning such as: "Warning:
Do not use otherwise than as directed.
Keep out of the reach of children to
avoid accidental poisoning."

(2) If the preparation is a counter-
irritant or rubefacient, it should also
bear a caution such as, ""Caution: Dis-
continue use if excessive Irritation of the
skin develops. Avoid getting nto the
eyes or on mucous membranes." (See
also § 201.303.)
(Sec. 502,52 Stat. 1051; 21 U.S.C. 352)

§ 201.315 Over-the-counter drugs for
minor sore throats; suggested warn.
Lng.

The Food and Drug Administration
has studied the problem of the labeling
of lozenges or troches containing a local
anesthetic, chewing gum containing as-
pirin, various mouth washes and gargles
and other articles sold over the counter
for the relief of minor irritations of the
mouth or throat. It will not object to
the labeling of suitable articles of this
type "For the temporary relief of minor
sore throats", provided this is immedi-
ately followed n the labeling with a
warning statement In prominent type
essentially as follows: "Warning-Severe
or bersistent sore throat or sore throat
accompanied by high fever, headache,
nausea, and vomiting may be serious.
Consult physician promptly. Do not use
more than 2 days or administer to chil-
dren under 3 years of age unless directed
by physician."
(Sec. 502,52 Stat. 1051; 21 U.S.C. 352)

Subpart H-Special Requirements for
Specific Devices

§ 201.405 Labeling of articles intended
for lay use in the repairing drid/or
refitting of dentures.

(a) The American Dental Association
and leading dental authorities have ad-
vised the Food and Drug Administra-
tion of their concern regarding the safety
of denture rellners, repair kits, pads,
cushions, and other articles marketed
and labeled for lay use In the repair-
ing, refitting, or cushioning of ill-fitting,
broken, or irritating dentures. It Is the
opinion of dental authorities and the
Food and Drug Administration that to
properly repair and properly refit den-
tures a person must have professional
knowledge and specialized -technical
skill. Layman cannot be expected to
maintain the original vertical dimension
of occlusion and the centric relation es-
sential in the proper repairing or refit-
ting of dentures. The continued wearing
of improperly repaired or refitted den-
tures may cause acceleration of bone re-
sorption, soft tissue hyperplasia, and
other irreparable damage to the oral
cavity. Such articles designed for lay use
should be limited to emergency or tem-
porary situations pending the services of
a licensed dentist.
. (b) The Food and Drug Administra-

tion therefore regards such articles as
unsafe and misbranded under the Fed-

eral Food, Drug, and Cosmetic Ac, unless
the labeling:

-(1) (1) Limits directions for.use for
denture repair kits to emergency repair-
Ing pending unavoidable delay In ob-
taining professional reconstruction of
the denture;

(11) Limits directions for use for den-
ture reliners, pads, and cushions to tem-
porary refitting pending unavoidable de-
lay in obtaining professional reconstruc-
tion of the denture;

(2) Contains in a conspicuous manner
the word "emergency" preceding and
modifying each ndication-for-use state-
ment for denture repair kits and the
word "temporary" preceding and modify-
Ing each ndlcation-for-use statement
for relIners, pads, and cushions; and

(3) Includes a conspicuous warning
statement to the effect:

(I) For denture repair kits: "Warn-
-g-For emergency repairs only. Long-

term use of home-repaired dentures may
cause faster bone loss, continuing irrita-
tion, sores, and tumors. This kit for
emergency use only. See Dentisf Without
Delay."

(11) For denture reliners, pads, and
cushions: "Warning-For temporary sa
only. Long-term use of this product may
lead to faster bone loss, continuing Irri-
tation, sores, and tumors. For Use Only
Until a Dentist Can Be Seen."

(c) Adequate directions for use re-
quire full information of the temporary
and emergency use recommended in
order for the layman to understand the
limitations of usefulness, the reasons
therefor, and the importance of adher-
Ing to the warnings. Accordingly, the
labeling should contain substantially the
following information:

(1) For denture repair kits: Special
training and tools are needed to repair
dentures to fit properly. Home-repaired
dentures may cause irritation to the
gums and -discomfort and tiredness
while eating. Long-term use may lead to
more troubles, even permanent changes
in bones, teeth, and gums, which may
make it impossible to wear dentures in
the future. For these reasons, dentures
repared with this kit should be used only.
in an emergency until a dentist can be
seen. Dentures that don't fit properly
cause Irritation and injury to the gums
and faster bone loss, which is permanent.
Dentures that don't fit properly cause
gum changes that may require surgery
for correction. Continuing irritation and
injury may lead. to cancer in the mouth.
You must see your dentist as soon as
possible.

(2) For denture rellners, pads, and
cushions: Use of these preparations or
devices may temporarily decrease the
discomfort; however, their use will not
make the denture fit properly. Special
training and tools are needed to repair
a denture to fit properly. Dentures that
do not fit properly cause irritation and
injury to the gums and faster bone loss,
which is permanent and may require a
a completely new denture. Changes in
the gurbs caused by dentures that do not
fit properly may require surgery for cor-
rection. Continuing irritation and injury
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may lead to cancer in the mouth. Y6u
must see your dentist as soon as possible.

(3) If the denture relining or repair-
ing material forms a permanent bond
with the denture, a warning statement
to the following effect should be In-
cluded: "This reliner becomes fixed to
the denture and a completely new den-
ture may be required because of its use."

(d) Labeling claims exaggerating the
usefulness or the safety of the material
or failing to disclose all facts relevant to
the claims of usefulness will be regarded
as false and misleading under sections
201(n) and 502(a) of the Federal Food,
Drug, and Cosmetic Act.

(e) Regulatory action may be Initi-
ated with respect to any article found
within the jurisdiction of the act con-
trary to the provisions of this policy
statement after 90 days following the
date of publication of this section in the
FEDERAL REGISTER.
§ 201.410 Use of impact-resistant lenses

in eyeglasses and sunglasses.
(a) Eiamilnation of data available on

the frequency of eye injuries resulting
from the shattering of ordinary crown
glass lenses indicate that the use of such
lenses constitutes an avoidable hazard
to the eye of the wearer.

(b) The consensus of the ophthalmic
community is that the number of eye
injuries would be substantially reduced
by the use in eyeglasses and sunglasses
of either plastic lenses, heat-treated
crown glass lenses, or lenses made
impact-resistant by other methods.

(c) To protect the public more ade-
quately from potential eye Injury, eye-
glasses and sunglasses must be fitted
with Impact-resistant lenses, except In
those cases where the physician or op-
tometrist finds that such lenses will not
fulfill the visual requirements of the par-
ticular patient, directs in writing the use
of other lenses and gives written
notification thereof to the patient.

(d) The physician or optometrist shall
have the option of ordering heat-treated
glass lenses, plastic lenses, laminated
glass lenses, or glass lenses made Impact
resistant by other methods; however, all
such lenses must be capable of with-
standing an impact test in which a %-
inch steel ball weighing approximately
0.56 ounces is dr9pped from a height of
50 Inches upon the horizontal upper sur-
face of the lens. The ball shall strike
within a %-inch diameter circle located
at the geometric center of the lens. The
ball may be guided, but not restricted,
in its fall by being dropped through a
tube extending to within approximately
4 inches of the lens. In order to pass the
test, the lens must not fracture (for the
purpose of this section, a lens will be
considered to have fractured if it cracks
through its entire thickness, including a
laminar layer, If any, and across a com-
plete diameter into two or more separate
pieces or if any lens material visable to
the naked eye becomes detached from
the ocular surface). The test shall be con-
ducted with the lens supported by a tube
1-inch inside diameter, 1 -inch outside

diameter, and approximately 1-nch
high) affixed to a rigid iron or steel base

plate. The total weight of the base plate
and its rigidly attached fixtures shall be
not less than 27 pounds. For lenses of
small minimum diameter, a support tube
having an outside diameter of less than
1Y4 inches may be used. The support
tube shall be made of rigid acrylic plas-
tic, steel or other suitable substance and
shall have securely bonded on the top
edge a Y- by %-Inch neoprene gasket
having a hardness of 40±5, as deter-
mined by ASTM Method D 1415; a min-
inum tensile strength of 1,200 pounds,
as determined by ASTM Method D 412;
and a minimum ultimate elongation of
400 percent, as determined by ASTM
Method D 412. The diameter and/or
contour of the lens support may be mod-
ified as necessary so that the %- by Y/-
inch neoprene gasket supports the lens
at its periphery. Each finished impact-
resistant glass lens for prescription use
shall be subjected to the impact test pre-
scribed by this paragraph. Raised ledge
multifocal lenses must be impact-resis-
tant but need not be tested beyond initial
design testing. To demonstrate that all
other types of impact-resistant lenses
(including impact-resistant laminated
glass lenses) are capable of withstanding
this impact test, the manufacturer of
such lenses shall subject to the impact
test a statistically significant sampling of
lenses from each production batch, and
the-lenses so tested shall be representa-
tive of the finished forms as worn by the
wearer (including finished forms that
are of minimal lens thickness and have
been subjected to any treatment used to
impart impact resistance). Plastic pre-
scription and all nonprescription lenses,
tested on the basis of statistical signif-
icance, may be tested in uncut finished
or semifinished form at the point of orig-
inal manufacture. This statement of
policy, will be appropriately amended to
provide for use of alternate methods of
testing the impact resistance of lenses if
it can be shown that the alternate
method is equal to or superior to the
method prescribed in this paragraph.

(e) Copies of invoice(s), shipping
document(s), and records of sale or dis-
tribution of all impact resistant lenses
(including finished eyeglasses and sun-
glasses) shall be kept and maintained
for a period of 3 years; however, the
names and addresses of individuals pur-
chasing nonprescription eyeglasses and
sunglasses at the retail level need not be
kept and maintained by the retailer. The
records kept in compliance with this
paragraph shall be made available upon
request at all reasonable hours by any
officer or employee of the Food and Drug
Administration or by any other officer or
employee acting on behalf of the Secre-
tary of Health, Education, and Welfare
and such officer or emnloyee shall be
permitted to inspect and copy such rec-
ords, to make such inventories of stock.
as he deems necessary, and otherwise to
check the correctness of such inventories.

(f) In addition, those persons conduct-
ing impact tests* in accordance with
paragraph (d). of this section, shall keep
and maintain the results thereof for a
period of 3 years. Such records and re-
sults shall be made available, upon re-

quest at all reasonable hours by any offi-
cer or employee acting on behalf of the
Secretary of Health, Education, and Wel-
fare and shall permit such officer or em-
ployee to inspect and copy such records,
to make such Inventories of stock as he
deems necessary, and otherwise to check
the correctness of such inventories.

(g) For the purpose of this section, the
term "manufacturer" Include3 an im-
porter for resale. Such importer may
have the tests required by paragraph
(d) of this section conducted in the coun-
try of origin but must make the results
thereof available, upon request, to the
Food and Drug Administration, as soon
as practicable.

(h) The transition to Impact-resistant
lenses must be completed as promptly
as possible; however, to provide for the
development of an adequate supply of
Impact-resistant lenses and to facilitate
an orderly changeover to these lenses,
all lenses manufactured after January 31,
1972, must be Impact-resistant, except
when the physician or optometrist finds
that impact-resistant lenses will not ful-
fill the visual requirements of a partcu-
ldr patient.

(I) This statement of policy does not
apply to contact lenses.
(Sees. 602(j), 62 Stat. 1051; 21 U.S.o. 362(j))

PART 202-PRESCRIPTION DRUG
ADVERTISING

Sec.
202.1 PrescrIption-drug advertisementa,

Axvuoarr: Secs. 201 (n), 502, 605, 607, 701,
52 Stat. 1041, 1050-1053 as amended, 1055-.
1056 as amended by 70 Stat. 919 and 72 Stat,
948, 59 Stat. 463 as amended (21 U.SO.
321 (n), 352, 355, 367, 701).
§ 202.1 Prescription drug advertise.

ments.
(a) (1) The ingredient information

required by section 502(n) of the Federal
Food, Drug, and Cosmetic Act shall ap-
pear together, without any intervening
written, printed, or graphic matter, ex-
cept the proprietary names of ingredi-
ents, which may be included with the
listing of established names.

(2) The order of listing of ingredients
in the advertisement shall be the same
as the order of listing of ingredients on
the label of the product, and the Infor-
mation presented in the advertisement
concerning the quantity of each such in-
gredient shall be the same as the corro-
spending information on the label of the
product.

(3) The advertisement shall not em-
ploy a fanciful proprietary name for the
drug or any ingredient in such a manner
as to imply that the drug or ingredient
has some unique effectiveness or com-
position, when, In fact, the drug or In-
gredient Is a common substance, the lim-
itations of which are readily recognized
when the drug or ingredient Is listed by
Its established name.

(4) The advertisement shall not fea-
ture inert or Inactive ingredlents In a
manner that creates an impression of
value greater than their true functional
role in the formulation.

(5) The advertisement shall not desig-
nate a drug or ingredient by a proprle-
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tary name that, because of similarity In
spelling or pronunciation, may be con-
fused with the proprietary name or the
established "name of a different drug'or
Ingredient.

(b) (1) If an advertisement for a pre-
scription drug bears a proprietary name
or designation for the drug or any in-
gredient thereof, the established name.
if such there be, corresponding to such
proprietary name or designation shall ac-
company such proprietary name or des-
Ignation each time it is featured in the
advertisement for the drug; but, except
as provided below In this subparagraph,
the established name need not be used
with the proprietary name or designation
in the running text of the advertisement.
On any page of an advertisement in
.which the proprietary name or designa-o
tion is not featured but is used in the run-
ning text, the established name shall be

'used at least once in the running text In
association with such proprietary name
or designation and in the same type size
used in the running text: Provided, how-
ever, That if the proprietary name or
designation is used inthe running text in
larger size type, the established 'name
shall be used at least once in association
with, and in type at least half as large as
the type used for, the most prominent
presentation of the proprietary name or
designation in such running text. If any
advertisement'includes a column with
running text containing detailed infor-
mation as to composition, prescribing,
side effects, or contraindications and the
proprietary name or designation, is used
in such column but is not featured above
or below the column, the established
name shall be used at least once in such
column of running text in association

'with such proprietary name or designa-
tion and in the same type size used in
such column of running text: Provided,
however, That if the proprietary name
or designation is used in such column of
running text in larger size type, the es-
tablished name shall be used at least once
In association with, and in type at least
half as large -as the type used for, the
most prominent presentation of the pro-
prietary name or designation in such
column of running text. Where the es-
tablished name is required to accompany
or to be used In association with the pro-
prietary name or designation, the estab-
lished name shall be placed in direct
conjunction- with the proprietary name
or designation, and the relationship be-
tween the proprietary name or designa-
tion and the established name shall be
made clear by use of a phrase such as
"brand of" preceding the established
name, by brackets surrounding the es-
tablished name, or by other suitable
means.

(2) The established name shall be
printed In letters that are at least half
as large as the letters comprising the
proprietary name or designation with
which it is Joined, and the established
name shall have a prominence commen-
surate with the prominence with which
such proprietary name or designation
appears, taking into account all perti-
nent factors, including typography, lay-
out, contrast, and other printing features.

(c) In the case of a prescription drug
containing two or more active Ingredi-
ents, if the advertisement bears a pro-
prietary name or designation for such
mixture and there is no established nnme
corresponding to such proprietary name
or designation, the quantitative Ingredi-
ent information required in the adver-
tisement by section 502(n) of the act
shall be placed in direct conjunction with
the most prominent display of the pro-
prietary name or designation. The
prominence of the quantitative ingredi-
ent information shall bear a reasonable
relationship to the prominence of*the
proprietary name.'

(d) (1) If theadvertlsement employs
one proprietary name or designation to
refer to a combination Qf active Ingredi-
ents present in more than one prepara-
tion (the individual preparations differ-
Ing from each other as to quantities of
active Ingredients and/or the form of the
finished preparation) and there Is no
established name corresponding to such
proprietary name or designation, a list-
ing showing the established names of the
active ingredients shall be placed in di-
rect conjunction with the most promi-
nent display of such proprietary name
or designation. The prominence of this
listing of active Ingredients shall bear
a reasonable relationship to the promi-
nence of the proprietary name and the
relationship between such proprietary
name or designation, and the listing of
active Ingredients shall be made clear
by use of such phrase as "brand of", pre-
ceding the listing of active ingredient,

(2) The advertisement shall promi-
nently display the name of at least one
specific dosage form and shall have the
quantitative ingredient information re-
quired by section 502(n) of the act in
direct conjunction with such display. If
other dosage forms are listed in the ad-
vertisement, the quantitative ingredl-
ent information for such dosage forms
shall appear in direct conjunction and
in equal prominence with the most prom-
inent listing of the names of such dosage
forms.

(e) True statement of information in
brief summary relating to side effects,
contraindications, and effectiveness:

(1) When required. All advertisements
for any prescription drug ("prescription
drug" as used in this section means drugs
defined in section 503(b) (1) of the act
and § 201.105, applicable to drugs for
use by man and veterinary drugs, re-
spectively), except advertisements de-
*cribed in paragraph (e) (2) of this sec-
tion, shall present a true statement of
information in brief summary relating
to side effects, contraindlcations (when
used in this section "side effects, con-
traindicatons" include side effects, warn-
ings, precautions, and contraindicatlons
and include any such Information under
such headings as cautions, special con-.
siderations, important notes, etc.) and
effectiveness. Advertisements broadcast
through media such as radio, television,
or telephone communications systems
shall include information relating to the
major side effects and contraindlcations
of the advertised drugs in the audio or
audio and visual parts of the presenta-

tion and unless adequate provision is
made for dissemination of the approved
or permitted package labeling in con-
nection with the broadcast'presentation
shall contain a brief summary of all nec-
essary Information related to side effects
and contraindications.

(2) Exempt advertisements. Tha fol-
lowing advertisements are exempt from
the requirements of paragraph (e) (I) of
this section under the conditions speci-
fied:

(i) Reminder advertisements. Re-
minder advertisements if they contain
only the properletary or trade name of
a drug (which necessitates declaring the
established name, if any, and furnishing
the formula showing quantitatively each
ingredient of the drug to the extent re-
quired for labels) and, optionally, infor-
mation relating to dosage form, quantity
of package contents, price, the name and
address of the manufacturer, packer, or
distributor or other written, printed, or
graphic matter containing no repre-
sentation or suggestion relating to the
advertised drug: Provided, however, That
if the Comminsoner finds that there is
evidence of significant incidence of fa-
talities or serious damage associated with
the use of a particular prescription drug,
he may notify the manufacturer, packer,
or distributor of the drug by mail that
this exemption does not apply to such
drug by reason of such finding: And pro-
vided, however, That reminder adver-
tisements are not permitted for a drug
for which an announcement has been
published pursuant to a review of the
labeling claims for the drug by the Na-
tional Academy of Sciences-National
Research Council, Drug Efficacy Study
Group, and for which no claim has been
evaluated as higher than "possibly ef-
fective." If the Commissioner finds the
circumstances are such that a reminder
advertisement may be misleading to pre-
scribers of drugs subject td NAS-NRC
evaluation such advertisements will not
be allowed and the manufacturer,
packer, or distributor will be notified
either in the publication of the conclu-
slons on the effectiveness of the drug or
byletter.

(f1) Advertisements of bulIk-saZe
drugs. Advertisements of bulk-sale drugs
that promote sale of the drug in bulk
packages in accordance with the practice
of the trade solely to be processed, manu-
factured, labeled, or repackaged In sub-
stantial quantities and that contain no
claims for the therapeutic safety or
effectiveness of the drug.

(iII) Advertisements of Prescription-
compounding drugs. Advertisements of
prescription-compounding drugs that
promote sale of a drug for use as a pre-
scription chemical or other compound
for use by registered pharmacists in
compounding prescriptions If the drug
otherwise complies with the conditions
for the labeling exemption contained in
§ 201.120 and the advertisement contains
no claims for the therapeutic safety or
effectiveness of the drug.

(3) Scope of information to be z-
cluded,; applicability to the entire ad-
vertisement. () The requirement of a
true statement of information relating
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to side effects, contraindications, and
effectiveness applies to the entire ad-
vertisement. Untrue or misleading in-
formation n any part of the advertise-
ment will not be corrected by the In-
clusion in another distinct part of the
advertisement of a brief statement con-
taining true information relating to side
effects, contraindicatlons, and effective-
ness of the drug. If any part or theme of-
the advertisement would make the ad-
vertisement false or misleading by rea-
son of the omission of appropriate
qualification or pertinent information,
that part or. theme shall include the
appropriate qualification or pertinent
information, which may be concise If It
Is supplemented by a prominent refer-
ence on each page to the presence and
location elsewhere in the advertisement
of a more complete discussion of such
qualification or information.

(i) The information relating to effec-
tiveness is not required to nclude'infor-
mation relating to all purposes for which
the drug Is intended but may optionally
be limited to a true statement of the ef-
fectiveness of the drug for the selected
purpose(s) for which the drug is recom-
mended or suggested in the advertise-
ment. The information relating to effec-
tiveness shall include specific indications
for use of the drug for purposes claimed
in the advertisement; for example, when
an advertisement contains a broad claim
that a drug is an antibacterial agent, the
advertisement shall name a type or types
of infections and microorganisms for
which the drug is effective clinically as
specifically as required, approved, or per-
mitted in the drug package labeling. -

(Il) The information relating to side
effects and contraindications shall dis-
close each specific side effect and contra-
indication (which include side effects,
warnings, precautions, and contraindi-
cations and include any such information
under such headings as cautions, special
considerations, important notes, etc.; see
paragraph (e) (1) of this section) con-
tafled in required, approved, or per-
mitted labeling for the advertised drug
dosage form(s): Provided, however,

(a) The side effects and contraindica-
tions disclosed may be limited to those
pertinent to the indications for which the
drug is recommended or suggested in the
advertisement to the extent that such
limited disclosure has previously been ap-
proved or permitted in drug labeling con-
forming to the provisions of §§ 201.100 or
201.105; and

(b) The use of a single term for a
group of side effects and contraindica-
tions (for example, "blood dyseraslas"
for disclosure of "leukopena'," "agranu-
locytosis," and "neutropenla") is per-
mitted only to the extent that the use of
such a single term in place of disclosure
of each specific side effect and contrain-
dication has been previously approved or
permitted In drug labeling conforming
to the provisions of §§ 201.100 or 201.105.

(4) Substance o1 information to be in-
cluded in brief summary. (I) (a) An ad-
vertisement for a prescription drug cov-
ered by a new-drug application approved
pursuant to section 505 of the act after
October 10, 1962 or section 512 of the act

after August 1, 1969. or any approved
supplement thereto, shall not recommend
or suggest any use that is not in the label-
ing accepted in such approved new-drag
application or supplement. The adver-
tisement shall present information from
labeling-required, approved, or permitted
in a new-drug application relating to
each specific side effect and contraindica-
tion in such labeling that relates to the
uses of the advertised drug dosage
form(s) or shall otherwise conform to
the provisions of paragraph' (e) (3) (iii)
of this section.

(b) If'a prescription drug was covered
by a new-drug application or a supple-
ment thereto that became effective prior
to October 10, 1962, an advertisement
may recommend- or suggest:

(1) Uses contained in the labeling ac-
cepted in such new-drug application and
any effective, approved, or permitted
supplement thereto.

(2) Additional uses contained in label-
ing in commercial use on October 9,
1962, to the extent that such uses did not
cause the drug to be an unapproved "new
drug" as "new drug" was defined in sec-
ion 201(p) of the act as then in force,

and to the extent that such uses would
be permitted were the drug subject to
paragraph (e) (4) (iii) of this section.

(3) Additional uses contained in la-
beling in current commercial use to the
extent that such uses do not cause the
drug to be an unapproved "new drug"
as defined in- section 201(p) of the act
as amended or a "new animal drug" as
defined in section 201(w) of the act as
amended.

The advertisement shall present infor-
mation from labeling required, approved,
or permitted in a new-drug application
relating to each specific side effect and
contraindication in such labeling that
relates to the uses of the advertised drug
dosage form(s) or shall otherwise con-
form to the provisions of paragraph
(e) (3) (iii) of this section.

(i) An advertisement for a prescrip-
tion drug subject to certification under
section 507 or 512 of the act shall not rec-
ommend or suggest any use that is not in
the labeling covered by the certification
or the applicable certification regula-
tions or regulations providing for exemp-
tion from certification. The advertise-
ment shall present information from
such labeling covered by the certification
or the applicable certification regulations
or regulations providing for exemption
from certification, relating to each spe-
cific side effect and contraindication in
such labeling and such regulations for
the advertised drug dosage form(s) or
shall otherwise cdnform to the pro-
visions of paragraph (e) (3) (iii) of this
section.

(Ili) In the case of an advertisement
for a prescription drug other than a drug
the labeling of which causes It to be an
unapproved "new drug" and other than
drugs covered by paragraph (e) (4) (i)
and (ii) of this section, an advertise-
ment may recommend and suggest the
drug only for those uses contained in the
labeling thereof:

(a) For which the drug Is generally
recognized as safe and effective among
experts qualified by scientific training
and experience to evaluate the safety and
effectiveness of such drugs; or

(b) For which there exists substantial
evidence of safety and effectiveness,
consisting of adequate and well-con-
trolled investigations, including clinical
investigations (as used in this secotion
"clinical investigations," "clinical ex-
perience," and "clinical significance"
mean In the case of drugs intended f9r
administration to man, investigations,
experience, or significance in humans,
and in the case of drugs Intended for
administration to other animals, investi-
gations, experience, or significance in the
specie or species for which the drug In
advertised), by experts qualified by
scientific training and experience to
evaluate the safety and effectiveness of
the drug involved, on the basis of which
it can fairly and responsibly be concluded
by such experts that the drug Is safe
and effective for such uses; or

Jc) For which there exists substan-
tial clinical experience (as used in this
section this means substantial clinical
experience adequately documented in
medical literature or by other data (to
be supplied to the Food and Drug Ad-
ministration, If requested)), on the
basis of which It can fairly and respon-
sibly be concluded by qualified experts
that the drug is safe and effective for
such uses; or

(M) For which safety Is supported un-
der any of the preceding clauses In para-
graph (e) (4) (l) (a), (b), and (c) of
this section and effectiveness Is sup-
ported under any other of such clauses.
The advertisement shall present In-
formation relating to each specific side
effect and contraindication that Is re-
quired, approved, or permitted In the
package labeling by §§ 201.100 or 201,105
of this chapter of the drug dosage
form(s) or shall otherwise conform to
the provisions of paragraph (e) (3) (iD
of this section.

(5) "True statement" of information.
An advertisement does not satisfy the re-
quirement that It present a "true state-
ment" of information in brief summary
relating to side effects, contraindications,
and effectiveness If:

(I) It Is false or misleading with re-
spect to side effects, contraindicatlons, or
effectiveness; or

(i) It fails to present a fair balance
between information relating to side ef-
fects and contraindicatlons and infor-
mation relating to effectiveness of the
drug in that the Information relating
to effectiveness is presented in greater
scope, depth, or detail than Is required
by section 502(n) of the act and this
information Is not fairly balanced by a
presentation of a summary of true Infor-
mation relating to side effects and con-
traindications of tho drug; ProvidCed,
however, That no advertisement shall be
considered to be in violation of this sec-
tion if the presentation of true Informa-
tion relating to side effects and contrain-
dicatlons is comparable in depth and de-
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tall with the claims for, effectiveness or
safety.

(I It fails to reveal facts material
In the light of its representations or ma-
terial with respect to consequences that
'may result from the use of- the drug as
recommended or -suggested in the
advertisement.

(6) Advertisements that are false,
lacking in fair balance, or otherwise mis-
leading. An advertisement for a prescrip-
tion drug is false, lacking in fair balance,
or otherwise misleading, or otherwise
violative of section 502(n) of the act.
among other reasons, if it:

(I) Contains a representation or sug-
gestion, not approved or permitted for
use in the labeling, that a drug is better,
more effective, useful in a broader range
of conditions or patients (as used In this
section "patients" means humans and
n the case of veterinary drugs, other an-

imals), safer, has fewer, or less inci-
dence of, or less serious side effects or
contraindications than has been demon-
strated by substantial evidence or sub-
stantial clinical experience (as described
in paragraph (e) (4) (i11) (b) and (c)
of this section) whether or not such
representations are made by comparison
with other drugs or treatments, and
whether or not such a representation or
suggestion is made directly or through
use of published or unpublished litera-
ture, quotations, orother references.

0i Contains a drug comparison that
represents or suggests that a drug is safer
or more effective than another drug in-
some paricular when It has not been
demonstrated to be safer or more effec-
tive in such particular by substantial evi-
dence or substantial clinical experience.

(ii) Contains favorable information
or opinions about a drug previously re-
garded as valid but which have been ren-
dered invalid by contrary and more cred-
ible recent information, or contains lit-
erature references or quotations that are
significantly more favorable to the drug
than has been demonstrated by stibstan-
ta evidence or substantial clinical
experience.-

(iv) Contains a representation or sug-
gestion that a drug is safer than It has
been demonstrated to be by substantial
evidence or substantial clinical experi-
*ence, by selective presentation of in-
formation from published articles -or
other -references that report no side
effects or minimal side effects with the
drug or otherwise selects information
from any source in a way that makes a
drug appear to be safer than has been
demonstrated.
(v) Presents information from a study

in a way that implies that the study
represents larger-or more general experi-
ence with the.drug than it actually does.

(vi) Contains references to literature
or studies that misrepresent the effec-
tiveness of a drug by failure to disclose
that claimed results may be due to con-
comitant therapy, or by'failure to dis-
close the credible information available
concerning the extent to which claimed
results may be due to placebo effect (In-
formation concerning placebo effect is

not required unless the advertisement
promotes the drug for use by man).

(vii) Contains favorable data or con-
clusions from nonclinical studies of a
drug, such as In laboratory animals or in
vitro, in a way that suggests they have
clinical significance when in fact no
such -clinical significance has been
demonstrated.

(viii) Uses a statement by a recog-
nized authority that is apparently favor-
able about a drug but falls to refer to
concurrent or more recent unfavorable
data or statements from the same au-
thority on the same subject or subjects.

(Ux) Uses a quote or paraphrase out
of context to convey a false or misleading
Idea.

Cx) Uses literature quotations or refer-
ences that purport to support an ad-
vertising claim but in fact do not support
the claim or have relevance to the claim.

(xi) Uses literature, quotations, or
references for the purpose of recom-
mending or suggesting conditions of drug
use that are not approved or permitted
In the drug package labeling.

(xil) Offers a combination of drugs
for the treatment of patients suffering
from a condition amenable to treatment
by any of the components rather than
limiting the indications for use to
patients for whom concomitant therapy
as Provided by the fixed combination
drug is indicated, unless such condition
is included in the uses permitted under
paragraph (e) (4) of this section.

(xlii) Uses a study on normal In-
dividuals without disclosing that the
subjects were normal, unless the drug
is intended for use on normal Individuals.

(xiv) Uses "statistics" on numbers of
patients, or counts of favorable results or
side effects, derived from pooling data
from various insignificant or dissimilar
studies in a way that suggests either that
such "statistics" are valid if they are not
or that they are derived from large or
significant studies supporting favorable
conclusions when such Is not the case.

(xv) Uses erroneously a statistical
finding of "no significant difference" to
claim clinical equivalence or to deny or
conceal -the potential existence of a real
clinical difference.

(xvi) Uses statements or representa-
tions that a drug differs from or doesnot
contain a named drug or category of
drugs, or that It has a greater potency
per unit of weight. in a way that suggests
falsely or misleadingly or without sub-
stantial evidence or substantial clinical
experience that the advertised drug Is
safer or more effective than such other
drug or drugs.

(xvii) Uses 'data favorable to a drug
derived from patients treated with dos-
ages different from those recommended
in approved or permitted labeling if the
drug advertised is subject to section 505.
507, or 512 of the act, or, in the case of
other drugs, if the dosages employed were
different from those recommended In the
labeling and generally recognized as safe
and- effective. This provision is'not in-
tended to prevent citation of reports of
studies that include some patients treated

with dosages different from those au-
thorized, if the results in such patients
are not used.

(xvii) Uses headline, subheadline, or
pictorial or other graphic matter in away
that Is misleading.

(xix) Represents or suggests that drug
dosages properly recommended for use
in the treatment of certain classes of
patients or disease conditions are safe
and effective for the treatment of other
classes of patients or disease conditions
when such Is not the case.

(mO Presents required information
relating to side effects or contraindica-
tions by means of a general term for a
group in place of disclosing each specific
side effect and contraindication (for ex-
ample employs the term "blood dys-
craslas" instead of "leukopenia," "agran-
ulocytosis," "neutropenla." etc.) unless
the use of such general term conforms to
the provisions of paragraph (e) (3) (ii)
of this section.
Provided, however, That any provision of
this paragraph shall be waived with re-
spect to a specified advertisement as set
forth In a written communication from
the Food and Drug Administration on a
petition for such a waiver from a person
who would be adversely affected by the
enforcement of such provision on the
basis of a showing that the advertisement
Is not false, lacking in fair balance, or
otherwise misleading, or otherwise viola-
tive of section 502(n) of the act. A peti-
tion for such a waiver shall set forth
clearly and concisely the petitioner's in-
terest in the adv-Utsement, the specific
provision of this paragraph from which
a waiver is sought, a complete copy of
the advertisement, and a showing that
the advertisement is not false, lacking in
fair balance, or otherwise misleading, or
otherwise violative of section 502(n) of
the act.

(7) Advertisements that may be false.
lacking in fair balance, or otherwise mfg-
leading. An advertisement may be false,
lacking in fair balance, or otherwise mis-
leading or otherwise violative of section
502(n) of the act if it:

(I) Contains favorable information or
conclusions from a study that is inade-
quate In design, scope, or conduct; to fur-
nish significant support for such infor-
mation or conclusions.

(i) Uses the concept of "statistical
significance" to support a claim that has
not been demonstrqted to have clinical
significance or validity, or fails to reveal
the range of variations around the
quoted average results.

(Ill) Uses statistical analyses and
techniques on a retrospective basis to
discover and cite findings not soundly
supported by the study, or to suggest
scientific validity and rigor for data from
studies the design or protocol of which
are not amenable to formal statistical
evaluations.

(iv) Uses tables or graphs to distort
or misrepresent the relationships, trends,
differences, or changes among the varia--
bles or products studied; for example,
by falling to label abscissa and ordinate
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so that the graph creates a misleading
impression.

(v) Uses reports or statements rep-
resented to be statistical analyses, in-
terpretations, or evaluations that are in-
consistent with or violate the established
principles of statistical theory, methodol-
ogy, applied practice, and inference, or
that are derived from clinical studies the
design, data, or conduct of which sub-
stantially invalidate'the application of
statistical analyses, interpretations, or
evaluations.

(vi) Contains claims concerning the
mechanism or site of drug action that
are not generally regarded as established
by scientific evidence by experts quali-
fied by scientific training and experience
without disclosing- that the claims are
not established and the limitations of
the supporting evidence.

(vii) Fails to provide sufficient em-
phasis for the information relating to
side effects and contraindications, when
such information is contained in a dis-
tinct part of an advertisement, because
of repetition or other emphasis in that
part of the advertisement of claims for
effectiveness or safety of the drug.

(viii) Fails to present information
relating to side effects and contraindica-
tions with a prominence and readability
reasonably comparable with the presen-
tation of information relating to effec-
tiveness of the drug, taking into account
all implementing factors such as typog-_
riphy, layout, contrast, headlines, para-
graphing, white space, and any other
techniques apt to achieve emphasis.

(ix) Fails to provide adequate em-
phasis (for example, by the use of color
scheme, borders, headlines, or copy that
extends across the gutter) for the fact
that two facing pages are part of the
same advertisement when one page con-
tains information relating to side effects
and contraindications.

(x) In an advertisement promoting
use of the drug in a selected class of pa-
tients (for example, geriatric patients or
depressed patients), falls to present with
adequate emphasis the significant side
effects and contraindications or the sig-
nificant dosage considerations, when
dosage recommendations are -included
in an advertisement, especially appli-
cable to that selected class of patients.

(xi) Fails to present on a page facing
another page (or on another full page)
of an advertisement on more than one
page, information relating to side ef-
fects and contraindications when such
information is in a distinct part of the
advertisement.

(xil) Fails to include on each page or
spread of an advertisement the informa-
tion relating to side effects and contra-
indications or a prominent reference to
Its presence and location when it is
presented as a distinct part of an
advertisement.

(xiii) Contains information from pub-
lished or unpublished reports or opin-
Ions falsely or misleadingly represented
or suggested to be authentic or authori-
tative.

(f) through (i) [Reserved]
(j) (1) No advertisement concerning a

particular prescription drug may be dis-
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seminated without prior approval by the
Food and Drug Administration if:

(I) The sponsor or the Food and Drug
Administration has received information
that has not been widely publicized in
medical literature that the use of the
drug may cause fatalities or serious
damage;

(i) The Commissioner (or',in his ab-
sence the officer acting as Commis-
sioner), after evaluating the reliability
of such information, has notified the
sponsor that the information must be a
part of.the advertisements for the drug;
and

(III) The sponsor has failed within a
reasonable time as specified In such
notification to present to the Food and
Drug Administration a program, ade-
quate in light of the nature of the In-
formation, for assuring that such in-
formation will be publicized promptly
and adequately to the medical profes-
sion In subsequent advertisements.
If the Commissioner finds that the pro-
gram presented Is not being followed, he
will notify the sponsor that prior ap-
proval of all advertisements for the par-
ticular drug will be required. Nothing
in this paragraph is to be construed as
limiting the Commissioner's or the Sec-
retary's rights, as authorized by law,
to issue publicity, to suspend any new-
drug application, to decertify any anti-
biotic, or to recomend any regulatory
action.

(2) Within a reasonable time after in-
formation concerning the possibility that
a drug may cause fatalities or serious
damage has been widely publicized in
medical literature, the Food and Drug
Administration shall notify the sponsor
of the drug by mall that prior approval
of advertisements for the drug Is no
longer necessary.

(3) Dissemination of an advertisement
not in compliance with this paragraph
shall be deemed to be an act that causes
the drug to be misbranded under section
502(n) of the act.

(4) Any advertisement may be sub-
mitted to the Food and Drug Adminis-
tration prior to publication for comment.
If the advertiser is notified that the
submitted advertisement Is not in viola-
tion and. at some subsequent time, the
Food and Drug Administration changes
its opinion, the advertiser will be so
notified and will be given a reasonable
time for correction before any regulatory
action is taken under this section. Noti-
fication to the advertiser that a proposed
advertisement is or Is not considered to
be in violation shall be in written form.

(k) An advertisement issued or caused
to be issued by the manufacturer, packer.
or distributor of the drug promoted by
the advertisement and which is not in
compliance with section 502(n) of the
act and the applicable regulations there-
uhder shall cause stocks of such drug in
possession of the person responsible for
issuing or causing the issuance of the
advertisement, and stocks of the drug
distributed by such person and still in
the channels of commerce, to be mis-
branded under section 502(n) of the act.

(1) (1) Advertisements subject to sec-
tion 502(n) of the act Include advertise-
ments in published journals, magazines,
other periodicals, and newspapers, and
advertlsemuts broadcast through media
such as radio, television, and telephone
communication systems.

(2) Brochures, booklets, mailing
pieces, detailing pieces, file cards, bulle-
tins, calendars, price Usts, catalogs, house
organs, letters, motion picture films, film
strips, lantern sllder, sound recordings,
exhibits, literature, and reprints and sim-
liar pieces of printed, audio, or visual
matter descriptive of a drug and refer-
ences published (for xaample, the "Physi-
cians Desk Reference") for use by medi-
cal practitioners, pharmacists, or nurses,
containing drug Information supplied by
the manufacturer, paicker, or distributor
of the drug and which are disseminated
by or on behalf of its manufacturer,
packer, or distributor are hereby deter-
mined to be labeling as defined In sec-
tion 201 (m) of the act.

PART 207-REGISTRATION OF PRODUC-
ERS OF DRUGS AND LISTING OF DRUGS
IN COMMERCIAL DISTRIBUTION

Subpart A-Definitlons
Sec.
207.3 Definitions.

Subpart --Procedure for Domestic Drug
Establishments

207.20 Who must regiEter and submit a drug
list.

207.21 Times for re,istration and drug
listing.

207.22 How and where to register and list
drugs.

207.25 Information required in registration
and drug listing,

207.26 Amendments to registration.
207.30 Updating drug listing information.
207.31 Additional drug listing information.
207.35 Notification of registrant; drug estab-

lishment registration number and
drug listing number.

207.37 Inspection of registrations and drug
listings.

207.39 Misbranding by reference to registra-
tion or to regi3tration number.

Subpart C-Procedures for Foreign Drug
Establishments

207.40 Drug listing requirements for for-
eign dAig establishments.

Subpart D-Exemptions
207.65 Exemptions for domestic establish-

ments.
A onrry: Sees. 201, 502, 605, 506, 507, 510,

512, 701(a), '04; 52 Stat. 1040-1042 as
amended, 1050-1053 as amended. 1056, 1057
as amended; 21 U.S.C. 321, 352, 355, 350, 351,
360, 360b, 371(a). 374; sec. 351, 68 Stat. 7'02
as amended; 42 U.S.C. 262; the Drug Listing
Act of 1972, Pub. L, 92-387; 86 Stat. 659-462
(21 U.S.C. 360 note) unless otherwise noted,

Subpart A-Deflnitions
§ 207.3 Definitions.

(a) The term "act" means the Federal
Food, Drug, and Cosmetic Act approved
June 25, 1938 (52 Stat. 1040 et seq., as
amended, 21 U.S.C. 301-392).

(b) "Establishment" means a place of
business under one management at one
general physical location. The term in-
cludes, among others, independent labo-
ratories that engage In control activitles
for registered drug establishment (e.g.,

FEDERAL REGISTER, VOL. 40, NO. 60--THURSDAY, MARCH 27, 1975



RULES AND REGULATIONS

"consulting"i laboratories), manufactur-
ers of medicated feeds and of vitamin
products that are "drugs" within the
meaning of section. 201(g) of the act,
human blood donor centers, and animal
facilities used for the production or con-
trol testing of licensed biologicals.

(c)'Manufacture, preparation, propa-
gation, compounding, or processing of a
drug or drugs means the making by
chemical, physical, biological, or other
procedures of any articles -which meet
the definition of drugs as defined in sec-
-tion 201(g) of the act; and including
manipulation, sampling, testing, or con-
trol procedures applied to the final prod-
uct or to any part of the'process. The
term includes repackaging or otherwise
changing the container, wrapper, or
labeling of any drug package in further-
ance of the distribution of the drug from

- the original place of manufacture to the
person who makes final delivery or sale
to the ultimate consumer.

(d) "Commercial distribution" -means
any distribution of a human drug except
pursuant to the investigational use pro-
visions of § 312.1 of this chapter, and
any distribution of an animal drug or
an animal feed bearing or containing an
animal drug for noninvestigational uses
but does not include internal or inter-
plant transfer of a bulk drug substance
between registered domestic establish-
ments within the same parent, subsidi-
ary, and/or affiliate company.

(e) 'Representative sampling of ad-
vertisements" means typical advertising
material (excluding labeling as de-
termined in § 202.1(1) (2) of this chap-
ter) which gives a balanced picture of the
promotional claims being used for the
drug (e.g., if more than one medical
journal advertisement is used but their
promotional content is essentially identi-
cal, only one need be submitted).

(f) "Representative sampling of any
other labeling" as used In this part means
typical labeling material (excluding
labels and package inserts) which gives
a balanced picture -of the promotional
claims being used for the drug (e.g.. if
more than one brochure is used but their
promotional content is essentially identi-
cal, only one need be submitted).

(g) "Any material change" includes
but is not limited, to any change in the
name of the drug, in the quantity or
Identity of the active ingredient(s) or
in the quantity or identity of the in-
active ingredient(s) where quantitative
listing of all ingredients i required pur-
suant to § 207.31(a) (2), any significant
change in the labeling -of a prescription
drug, and any significant change in the
label or package insert of an over-the-
counter dug. Changes that are not sig-
nificant include changes in arrangement
or printing or changes of an editorial
nature.

(h) '"ulk drug substance" means any
substance that is represented for use in
a drug and when used in the manufactur-
ing, processing, or packaging of a drug
becomes an active ingredient or a fin-
ished dosage form of such drug, but does
not include intermediates used in the
synthesis of such substances.

(i) "Advertising" and 'labeling" 'In-
clude the promotional material described
in § 202.1() (1) and (2) of this chapter
respectively.

(i) The definitions and interpretations
contained in sections 201 and 510 of the
act shall be applicable to such terms
when used in this Part 207.
Subpart B-Procedures for Domestic

, Drug Establishments
§.207.20 Who must register and submit

a drug list.
(a) Owners or operators of all drug

establishments, not exempt under sec-
tion 510(g) of the act or Subpart D of
this Part 207, that engage in the manu-
facture, preparation, propagation, com-
pounding, or processing of a drug or
drugs are required to register and to sub-
m it a list of every drug in commercial
distribution (except that listing Infor-
mation may be submitted by the parent,
subsidiary, and/or affiliate company for
all establishments when operations are
conducted at more than one establish-
ment and there exists joint ownership
and control among all the establish-
ments). Such owners or operators are
required to register and to submit a list
of every drug in commercial distribution
(except that listing information may be
submitted by the parent, subsidiary, and/
or affiliate company for all establish-
ments when operations are conducted at
more than one establishment and there
exists Joint ownership and control among
all the establishments), whether or not
the output of such establishment or any
particular drug so listed enters interstate
commerce, except that drug listing is not
required at this time for the manufac-
turing, preparation, propagation, com-
pounding, or processing of an animal feed
(including a feed concentrate, a feed
supplement, and a complete animal
feed) bearing or containing an animal
drug.

(b) Distributors which are not other-
wise required to register under section
510 of the act, may submit drug listing
information directly to the Food and
Drug Administration for those drugs
which they distribute under their own
label or trade name but which are manu-
factured, prepared, propagated, com-
pounded, or processed by a registered es-
tablishment. Where drug listing infor-
mation is submitted by a distributor, the
registration number of the drug estab-
lishment which manufactured, prepared,
propagated, compounded, or processed
the drug shall be included for each drug
listed. If a distributor does not elect to
obtain a "Labeler Code" the registered
establishment shall submit the drug list-
ing information. Such submissions and
requests for Labeler Codes shall be made
on Form FD-2658 (Registered Establish-
ments' Report of Private Label Distribu-
tors). All distributors submitting drug
listing information to the Food and Drug-
Administration assume full responsibil-
ity for compliance with all of the require-
ments of this part. Each distributor at
the time of each submission of drug list-
ing information or updating as required

under § 207.30 shall so certify to the reg-
istered establishment that such submis-
sion has been made by providing a signed
copy of Form FD-2656 (Registration of
Drug Establishment) to the registered
establishment which manufactures, pre-
pares, propagates, compounds, or proc-
esses the drug. The original of Form PD-
2656 (Registration of Drug Establish-
ment) showing such certification shall
be submitted to the Food and Drug Ad-
ministration. Such certification shall be
accompanied by a list showing the Na-
tional Drug Code number assigned to
each drug product by the distributor.

c) Preparatory to engaging in the
manufacture, preparation, propagation,
compounding, or processing of a drug,
ovners or operators of establishments
who are submitting new drug "ap-
plications, new animal drug applications,
Form FD-1800 (Medicated Feed Appli-
cation), antibiotic Forms 5 and 6, or an
establishment license application in
order to manufacture biological prod-
ucts are required to register before the
new drug application, new animal drug
application, Form FD-1800, antibiotic
Form 5 or 6, or establishment license
application is approved.

d) No registration fee is required-
Registration and listing do not constitute
an admission or agreement or determi-
nation that a product is a "drug" within
the meaning of section 201(g) of the
act.

§207.21 Times for registration and
drug listing.

The owner or operator of an establish-
ment entering into an operation defined
in § 207.3 Cc) shall register such estab-
lishment within 5 days after the begin-
ning of such operation and submit a list
of every drug In commercial distribution
at that time. If the owner or operator of
the establishment defined in § 207.1(c)
has not previously entered into such op-
eration, registration shall follow within
5 days after the submission of a new drug
application, new animal drug applica-
tion, Form FD-1800, antibiotic Form 5 or
6, or an establishment license application
in order to manufacture biological prod-
ucts. Owners or operators of all estab-
lishment so engaged shall register an-
nually between November 15 and
December 31 and shall update their drug
listing Information every June and
December.
§ 207.22 How and where to register and

list drugs.

(a) The first registration of an
establishment shall be oA Form PD-
2656 (Registration of Drug Establish-
ment) obtainable on request from the
Department of Health. Education, and
Welfare, Food and Drug Administration,
Bureau of Drugs, Registration Section,
5600 Fisheri Lane, Rockvlle, MD 20852,
or from Food dnd Drug Administration
district offices. Subsequent annual reg-
istration shall also be accomplished on
Form FD-2656 (Registration of -Drug
Establishment), which will be furnished
by the Food and Drug Administrationbe-
fore November 15 of each year to estab-
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lishments whose drug registration for
that year was validated pursuant to
§ 207.35. The completed form shall be
mailed .to the above address before
December 31 of that year.

(b) The first list of .drugs and sub-
sequent June and December updatings
shall be on Form FD-2657 (Drug Product
Listing), obtainable upon request as
described in paragraph (a) of this sec-
tion. In lieu of Form FD-2657 (Drug
Product Listing), tapes for computer in-
puts may be submitted if, equivalent in
all elements of information as specified
in Form FD-2657 (Drug' Product List-
ing). All formats proposed for such use
will require initial review and approval
by the Food and Drug Administration.
§ 207.25 Information required in regis-

tration and drug listing.
(a) Form FD-2656 (Registration of

Drug Establishment) requires furnishing
or confirming infdrmation required by
the act. This information includes the
name and street address of the drug
establishment,. including post office ZIP
code; all trade names used by the estab-
lishment; the kind of ownership or op-
eration (that is, individually owned part-
nership, or corporation); and the name
of the owner or operator of such estab-
lishment. The term "name of the owner
or operator" shall include in the case of
a partnership the name of each partner,
and In the case of a corporation the name
and title of each corporate officer and
director and the name of the State of
incorporation. The information required
shall be given separately for each estab-
lishment, as defined in § 207.3 (b).

(b) Form FD-2657 (Drug Product
Listing) requires furnishing information
required by the act as follows:

(1) Alist of drugs, including bulk drug
substances and drug premixes for use
in the. manufacture of animal feeds as
well as finished dosage forms, by estab-
lished name as defined in section 502(e)
of the act and by proprietary name,
which are being manufactured, prepared,
propagated, compounded, or processed
for commercial distribution and which
have not been included in any list pre-
viously submitted on Form FD-2657
(Drug Product Listing) or in conjunc-
tion with the Food and Drug Administra-
tion voluntary inventory on Form FD-
2422 (Survey Report of Marketed Drugs),
or Form FD-2250 (National Drug Code
Directory Input).

(2) For each drug so listed which is
regarded by the registrant as subject to
section 505, 506, 507, or 512 of the act,
the new drug application number, abbre-
viated new drug application number, new
animal drug application number, or Form
5 or Form 6 number, and, a copy of all
current labeling, except that only one
representative container or carton label
need be submitted where differences exist
only in the quantity of contents state-
ment.

(3) For each drug so listed which is
regarded by the registrant as subject to,
section 351 of the Public Health Service
Act, the license number of the manufac-'
turer.

(4) For each human drug so listed
which is subject to section 503(b) (1) of
the act and regarded by the registrant as
not subject to section 505, 506, or 507 of
the act or 351 of the Public Health Serv-
ice Act, and which is not manufactured
by a registered blood bank, a copy of all
current labeling except that only one rep-
resentative container or carton label
need be submitted where differences
exist only in the quantity of contents
statement and a representative sampling
of advertisements.

(5) For each human over-the-counter
drug or each animal drug so listed which
is regarded by the registrant as not sub-
ject to section 505, 506, 507, or 512 of the
act, or 351 of the Public Health Service
Act, a copy of the label except that only
one representative container or carton
label need be submitted where differ-
ences exist only in the quantity of con-
tents statement, package insert, and a
representative sampling of any other
labeling.

(6) For each prescription or over-the-
counter drug so listed which is regarded
by the registrant as not subject to sec-
tion 505, 506, 507, or 512 of the act, or 351
of the Public Health Service Act, and
which is not manufactured by a regis-
tered blood bank, quantitative listing of
the active ingredient(s). If the drug is
in unit dosage form the statements of the
quantity'of ingredient shall express the
amount, not the percent, of such ingre-
dient in each such unit, unless the quan-
titative listing is expressed as a percent-
age in the official compendium. If the
drug is not in unit dosage form, the state-
ment of the quantity of an ingredient
shall express the amount, not the per-
cent, of such Ingredient in a specific unit
of weight or measure of the drug unless
the quantitative listing is expressed as a
percentage in the official compendium,
except that for drug premixes for use in
the manufacture of animal feeds such in-
gredient which is not an antibiotic may
be expressed in terms of percent. If a
drug premix has been assigned a Product
Code as provided for in § 207.35(b) (2)
(Ili), the quantitative listing of ingredi-
ents may be limited to each variation of
level of active drug ingredient.

(7) For each drug listed, the registra-
tion number of every drug establishment
within the parent company at which it is
manufactured, prepared, propagated,
compounded, or processed.

(8) For each drug so listed, the Na-
tional Drug Code (NDC) number. If no
NDC Labeler Code number has been as-
signed, the Product Code and Package
Code will be included and a Labeler Code
will be assigned as described jn § 207.35
(b) (2) (1).
§ 207.26 Amendments to registration.

Changes in individual ownership, cor-
porate or partnership structure location
or drug-handling activity, shall be sub-
emitted by Form FD-2656 (Registration
of Drug Establishment) as amendment
to registration within 5 days* of such
changes. Changes in the names of offi-
cers and directors of the corporations do-
not require such amendment but must
be shown at time of annual registration.

§ 207.30 Updating drug listing informa-
tion.

(a) After submision of the Initial
drug listing Information, every person
who is required to list drugs pursuant to
§ 207.20 shall submit on Form FD-2657
(Drug Product Listing) during each sub-
sequent June and December, or at the
discretion of the registrant at the time
the change occurs, the following
Information:

(1) A list of each drug Introduced by
the registrant for commercial distribU-
tion which has not been included In any
list previously submitted. All of the In-
formation required by § 207.25(b) shall
be provided for each such drug,

(2) A list of each drug formerly listed
pursuant to § 207.25(b) for which com-
mercial distribution has been discon-
tinued, including for each drug so listed
the NDC number, the Identity by estab-
lished name and proprietary name, and
date of discontinuance. It s requested
but not required that the reason for dis-
continuance of distribution be included
with this information.

(3) A list of each drug for which a
notice of discontinuance was submitted
pursuant to paragraph (a)(2) of this
section and for which commercial dis-
tribution has been resumed, including
for each drug so listed the NDC number,
the identity by established name as de-
fined in section 502(e) of the act and by
any proprietary name, the date of re-
sumption, and any other information
required by § 207.25(b) not previously
submitted.

(4) Any material change In any in-
formation previously submitted.

(b) When no changes have occurred
since the previously submitted list, no
report is required.
§ 207.31 Additional drug listing infor-

mation. I

(a) In addition to the Information
routinely required by §§ 207.25 and 207.30,
the Commissioner may require submis-
sion of the following information by let-
ter or by FEDERAL REISTERa notice:

(1) For a particular drug so listed
which is subject to section 503(b) (1) of
the act and regarded by the registrant
as not subject to section 505, 506, or 507
of the act, upon request made by the
Commissioner for good cause, a copy of
all advertisements.

(2) For a particular drug product so
listed which is regarded by the registrant
as not subject to section 505, 500, 607,
or 512 of the act, upon a finding by the
Commissioner that it is necessary to
carry out the Purposes of the act, a
quantitative listing of all Ingredients.

(3) For a particular drug product
upon requesk by the Commissioner, a
brief statement of the basis upon which
the registrant has determined that the
drug product Is not subject to section
505, 506, 507, or 512 of the act.

(4) For each registrant, upon a find-
ing by the Commissioner that it Is neces-
sary to carry out the ptirposes of the
act, a'list of each listed drug product
containing a particular ingredient.

(b) It is requested but not required
that information concerning the quantity
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of drug- distributed be submitted In con-
junction with the annual registration
in the-format prescribed in a section of
Form FD-2656A (Optional Distribution
Data), for each drug currently listed.

(c) It is requested but not required
that a qualitative listing of the inactive
ingredients be submitted for all listed
drugs in the format prescribed in Form

D--2657 (Drug Product Listing).
d) It is requested but not required

that a quantitative listing of the active
ingredients be submitted for all drugs
listed which are subject to section 505,
506. 507, or 512 of the -act or section 351
of the Public Health Service Act.
§ 207,35 Notification of registrant; drug

estabnlishment registration number
and drug listing number.

(a)- The Commissioner will provide to
the registrant a validated copy of Form
-FD-2656 (Registration of Drug Estab-
lishment) as evidence of registration.
This validated copy will be sent only to
the location shown for the registering
establishment. A permanent registration

-number will be assigned to each drug
establishment registered in accordance
with these regulations.

(b) A drug listing number will be as-
signed, using the National Drug Code
numbering system, to each drug or class
of drugs listed as follows:
(1) If a drug is already listed In the

National Drug Code System or in the
National Health Related Items Code
System, the number will be the same as
that assigned pursuant to those codes. A
lead zero will be added by the Food and
Drug -Administration to the first three
characters of the code, which Identifies
the manufacturer or distributor, to ex-
pand the "Labeler Code" segment to four
characters. The National Drug Code,
Product Code and Package Code con-
figurations used to'describe such drugs,
or any new drugs added to the product
line, will remain thi same (Me., a four-
character Product Code and a two-
character Package Code). Alphanumeric
characters where already used In thd
Product Code and Package Code seg-
ments of -the National Drug Code may be
retained, however, these alphanumeric
characters may be converted to all nu-
meric digits. The manufacturer or dis-
tributor shall inform the Food and Drug
Adnlstra~tibn of such changes.

(2) If a registered establishment or
distributor has not previously partici-
pated In the National Drug Code system,
or in the National Health Related Items
Code system,- the -National Drug Code
numbering system will be used in assign-
ing a number, as follows (only numerics
will be used):

(I) The first five numeric characters
of the' 10-character code identify the
manufacturer or distributor and are
known as the Labeler Code. The Food
and Drug Administration will expand the
Labeler Code from five to six numeric
characters when the available five-char-
acter code combinations are exhausted.
These code numbers are assigned by the
Food and Drug Administration and pro-

- vided to the registrant along with the
validated copy of Form FD-2656 (Regis-

tration of Drug Establishment). Any
registered firm that does not have an
assigned "Labeler Code" will be assigned
one when registration and listing in-
formation is submitted.

(ii) The last five numeric characters
of the 10-character code identify the
drug and the 'trade package size alf
type. The segment which Identifies the
drug formulation is known as the Pxoduct
Code and the segment which Identifies
the trade package size and type is known
as the Package Code. The Product Code
and the Package Code shall be assigned
by the manufacturer or distributor prior
to drug listing and included in Form
FD--2657 (Drug Product Listing). Either
of two methods may be used by the man-
ufacturer or distributor In assigning the
Product and Package Codes; a 3-2 Prod-
uct-Package Code configuration (i.e.,
542-12) or a 4-1 Product-Package Code
configuration (i.e., 5421-2). Only one
such Product-Package Code configura-
tion may be used by a manufacturer or
distributor with a given Labeler Code
and this same configuration shall be used
in assigning the Product-Package Codes
for all drugs included In the drug listing.
The manufacturer or distributor shall
report to the Food and DrugAdmlnlstra-
tion the Product-Package Code configu-
ration he used in assigning these codes.
Once a Product Code has been assigned
to a specific drug, this same code may
never again be used for any other drug
regardless whether the drug has been
discontinued.

(Il) If the drug formulation is a cus-
tom premix intended for use in the man-
ufacture of an animal feed, a separate
Product Code s required only for each
variation of level of active drug In-
gredient.

(3) The NDC number is requested but
not required to appear on all drug labels
and in all drug labeling, including the
label of any prescription drug container
furnished to a consumer. If the NDC
number is shown on a drug label it shall
be placed -as follows:

(I) The NDC number shall be placed
prominently in the top third of thd center
panel of the label of the immediate con-
tainer and of the outside container or
wrapper if such there be.

(It) The NDC number shall be pre-
ceded by the initials NDC, in a different
color or different type style (font) than
that used to print the number If the
label is printed rather than typewritten,
whenever it is used on a label or in
labeling.

(Wil) The Product-Package Code con-
figuration shall be indicated and the seg-
ments of the number shall be separated
by a dash (Me., NDC 15643-542-12 or NDC
15643-5421-2).

(iv) All 10 characters shall appear and
the leading zeros in any segment of the
NDC number shall be shown: Provided,
however, That when the NDC number is
used for product Identification by direct
imprinting on dosage forms, leading zeros
may be dropped from the Product Code
segment of the NDC number.

v) The placing of the assigned NDC
number on a label or in labeling does
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not require the submission of a supple-
mental new drug application, supple-
mental new animal drug application, or
supplemental antibiotic Form 5 or 6.

(4) If any material change occurs In
product characteristics (including but
not limited to a change In dosage form,
active ingredient(s) or active ingredi-
ent(s) strength or concentration, route
of administration, or product name, etc.)
a new NDC number shall be assigned by
the registrant to the new product ver-
sion and the Information submitted to
the Food and Drug Administration. If a
change In packaging only Is Involved
the trade package code can be revised
without the necessity of assigning a new
product code segment, but the Food and
Drug Administration shall be informed
about the new trade package code and
characteristics.

(c) Although registration and drug
listing are required to engage In the
drug activities described in § 207.20,
validation of registration and the as-
signment of a drug listing number do
not, In themselves, establish that the
holddr of the registration is legally

-'qualified to deal in such drugs.
Nore: The provisions or § 207.35(b) (3)

rubll not be eirecti e until printing plates
arm revisled or until July 1, 1975 (38 R
27593).

§ 207.37 Inspection of registrations and
,druglistings.

(a) A copy of the Form FD-2656
(Registration of Drug- Establishment)
filed by the registrant will be available
for Inspection pursuant to section 510(f)
of the act, at the Department of Health,
Education, and Welfare, Food and Drug
Administration, Bureau of Drugs, Reg-
istration Section, 5600 Fishers Lane,
Rockville, MD 20852. In addition, there
will be available for inspection at each
of the Food and Drug Administration
distrizt offices the same information for
firms within the geographical area of
such district office. Upon request and
receipt of a self-addressed stamped en-
velope, vertification of registrationnum-
ber, or location of a registered concern
will be provided.

(1) The following information submit-
ted pursuant to the drug listing require-
ments is illustrative of the type of infor-
mation that will be available for public
disclosure when It is compiled:

(i) A list of all drug-products.
(it) A list of all drug products broken

down by labeled indications or pharma-
qological category.

(ill) A list of all drag products, broken
down by manufacturer.

(1v) A list of a drug product's active
Ingredients.

V) A list of drug products newly mar-
keted or where marketing is resumed.

(vi) A list of drug products discon-
tinued.

(vii) Alilabellng.
(vil) All advertising.
(x) All data or information that has

already become a matter of public
knowledge.

(2) The following information sub-
mitted pursuant to the drug listing re-
quirement is illustrative of the-type of
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information that will not be available for
public disclosure:

(i) Any data or information submitted
as the basis upon which it has been de-
termined that a particular drug product
Is not subject to section 505, 506, 507, or
512 of the act.

(i) A list of a drug product's inactive
ingredients.

(iiI) A list of drugs containing a par-
ticular ingredient.

(iv) Provided, That any of the above
information will be available for public
disclosure if it has already become a
matter of public knowledge or if the
Commissioner finds that confidentiality
would be inconsistent with protection of
the public health.

(b) Requests for information about
registrations and drug listings should
be directed to the Department of Health,
Education, and Welfare, Food and Drug
Administration, Bureau of Drugs, Regis-
tration Section, 5600 Fishers Lane, Rock-
ville, MD 20852.
§ 207.39 Misbranding by reference to

registration or to registration number.
Registration of a drug establishment

or drug wholesaler or assignment of a
registration number or assignment of a
NDC number does not in any way denote
approval of the firm or its products. Any
representation that creates an impres-
sion of official approval because of regis-
tration or possession of registration num-
ber or NDC number is misleading and
constitutes misbranding.

Subpart C-Procedures for Foreign
Drug Establishments

§ 207.40 Drug listing requirements for
foreign drug establishments.

(a) Every foreign drug establishment
shall comply with the drug listing re-
quirements contained in Subpart B of
this part, unless exempt under Subpart
D of this part, whether or not it is also
registered.

(b) No drug may be imported from a
foreign drug establishment into the
United States except a drug imported or
offered for import pursuant to the in-
vestigational use provisions of § 312.1 of
this chapter, unless it is first the subject
of a drug listing as required in Subpart B
of this part. The drug listing information
shall be in the English language.

(c) Foreign drug establishments shall
submit as part of 'the drug listing, the
name and address of the establishment
and the name of the individual respdn-
sible for submitting drug lsting infor-
mation. Any changes in this information
shall be reported to the Food and Drug
Administration at the intervals specified
for updating drug listing information in
§ 207.30(a).

Subpart D-Exemptions
§ 207.65 Exemptions for domestic estab-

lishments.
The following classes of persons are

exempt from registration and drug list-
ing in accordance with this Part 207
under the provisions of section 510(g),
(1), (2), and (3) of the act, or because

the Commissioner has found, under sec-
tion 510(g) (4), that such registration is
not necessary for the protection of the
public health.

(a) Pharmacies that are operating
under applicable local laws regulating
dispensing of prescription drugs and that
dQ not manufacture, prepare, propagate,
compound, or process drugs for sale other
than in the regular course of the practice
of the profession of pharmacy including
the business of dispensing and selling
drugs at retail. The supplying by such
pharmacies of prescription drugs to a
practitioner licensed to adminste such
drugs for his use in the course of his
professional practice or to other pharma-
cies to meet temporary inventory short-
ages are not acts which require such
pharmacies to register.

(b) Hospitals, clinics, and public
health agencies which maintain estab-
lishments in conformance with any ap-
plicable local laws regulating the prac-
tices of pharmacy ana medicine and
which 'are regularly engaged in dispens-
ing prescription drugs, other than hu-
man blood or blood products, upon
prescription of practitioners licensed
by law to administer such drug for pa-
tients under the care of such practi-
tioners in the course of their professional
practice.

(a) Practitioners who are licensed by
law to prescribe or administer drugs and
who manufacture, prepare, propagate,
compound, or process drugs solely for
use in the course of their professional
practice.

(d) Persons who manufacture, pre-
pare, propagate, compound, or process
drugs solely for use in research, teach-
ing, or chemical analysis and not for sale.

(e) Manufacturers of harmless inac-
tive ingredients which are excipients,
colorings, flavorings, emulsifiers, lubri-
cants, preservatives, or solvents that be-
come components of drugs, and who
otherwise would not be required to regis-
ter under the provisions of this Part 207.

(f) Any person who uses drugs to pre-
pare feed for his own animals: Provided,
That under the act and its regulations
such person would not be required* to
hold an approved new animal drug ap-
plication (or supplement thereto) or a
Form FD-1800 in order to possess and
,use the drug.

(g) Any manufacturer of a virus,
serum, toxin, or analogous product in-
tended-for treatment of domestic ani-
mals, who holds an unsuspended and un-
revoked license issued by the Secretary
of Agriculture under the animal virus-
serum-toxin law of March 4, 1913 (37
Stat. 832; 21 U.S.C. 151 et seq.) : Provided,
That such exemption from registration
shall apply only with respect to the
manufacture of such animal virus, serum,
toxin, or analogous product.

(h) Carriers, by reason of their receipt,
carriage, holding, or delivery of drugs in
the usual course of business as carriers.

(I) Persons who are engaged, solely in
the manufacture, preparation, propaga-
tion, compounding, or processing of a
general purpose laboratory reagent (as
described in § 328.10(d) of this chapter)

intended for use In in vitro diagnostlo
procedures in the diagnosis of disease
or in the determination of the state of
health in order to cure, mitigate, treat,
or prevent disease or Its sequelne,

PART 210-CURRENT GOOD MANUFAC.
TURING PRACTICES IN MANUFACTUR.
ING, PROCESSING, PACKING, OR HOLD.
ING OF DRUGS: GENERAL

Sec,
210.3 Definitions.
AvrHonrrY: Secs. 501, 701, 52 Stat. 1049-

1050 as amended, 1055-1056 as amended (21
U.S.C. 351, 371). I
§ 210.3 Definition3.

(a) As used in this part, "act" means
the Federal Food, Drug, and Cosmetic
Act, sections 201-902, 52 Stat. 1052 (21
U.S.C. 321-392) with all the amendments
thereto.

(b) The definitions and interpreta-
tions contained in section" 201 of the act
shall be applicable to such terms when
used in the regulations in this part.

(c) As used in this part:
(1) The term "medicated feed" means

any "complete feed," "feed additive sup-
plement," or "feed additive concentrate,"
as defined in § 121.200 of this chapter,
which feed contains one or more drugs
as defined in section 201(g) of the
act'. Medicated feeds are subject to
§§ 225.1 through 225.115 of this chapter,
inclusive.

(2) The term "medicated premix"
means a substance that meets the dofi-
nition in § 121.200 of this chapter for
a "feed additive premix," except that
It contains one or more drugs as defined
in section 201(g) of the act and is in-
tended for manufacturing use in the
production of a medicated feed. Medi-
cated premixes are subject to 0§ 220.1
through 226.115 of this chapter, inclu-
sive.

(d) As used in §§ 211.1 through 211.115
of this chapter, inclusive:

(1) The term "component" means any
ingredient intended for use in the man-
ufacture of drugs In dosage form, in-
cluding those that may not appear in
the finished product.

(2) The term "batch" means a spe-
cific quantity of a drug that has uniform
character and quality, within specified
limits, and is produced according to a
single manufacturing order during the
same cycle of manufacture.

(3) The term "lot" means a batch or
any portion of a batch of a drug or, in
the case of a drug produced by a con-
tinuous process, an amount of drug pro-
duced in a unit of time or quantity in
a manner that assures Its uniformity,
and in either case which is Identified by
a distinctive lot number and has uniform
character and quality within specified
limits.

(4) The terms "lot number" or "con-
trol number" mean any distinctive com-
bination of letters or numbers, or both,
from which the complete history of the
manufacture, control, packaging, and
distribution of a batch or lot of drug
can be determined.
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(5) The term "active ingredien
means any component which is intend
to furnish pharmacological activity i
other direct effect in the-diagnosis, cut
mitigation, treatment, or prevention,
disease, or to affect the structure or ar
function of the body of man or oth
animals. The term shall include tho
components which may undergo chem
cal change in the manufacture of tI
drug and bepresent in the finished dn
product in a modified form intended 1
furnish the specified activity or effect

* (6) The term "Inactive ingredenli
means any component other than a
"active ingredient" present in a dru

(7) The term "materials approv
unit" means any organizational elemei
havingthe authority and responsibilil
to approve or reject components, ir
process materials, packaging comp(
nents, and final products.

(8) The term "streigth" means:
(I) The concentration of the dru

substance (for example, w/w, w/v, or un
dose/volume basis) and/or

(ii) The potency, thatis, the therapet
tic activity of the drug substance as ind
cated by appropriate laboratory tests c
'by- adequately developed and controlle
clinical data (expressed, for example, I
terms of units by reference to
standard).

PART 211-CURRENT GOOD MANUFAI
TURING PRACTICE FOR FINISHE
PHARMACEUTICALS

Subpart A--General Plfdlslons
Sec.
2.11.1 :Finished pharmaceuticals; mani

faturing practicie.
211.10 Personnel.
Subpart B--Constructlori and Maintenance i

Facilities and Equipment
21120 -Buildings.
211.30 Equipment.

Subpart C-Product Quality Control
211.40 Production and control -procedure
211.42 Components.
211.55 Product containers and their cor

ponents.
211.58 Laboratory controls.
211.60 Stability.
211.62 Expiration dating.

Subpart D--Packaging and Labeling
211.80 Packaging and labeling.

Subpart E-Records and Reports
211.101 Master production and control rec

ords; batch production and con
trol records.

211.110 Distribution records.
211.115 Complaint fies.

A'uTo~rr: Sees. 501, 701. 52 Stat. 1049
1050 asnmended, 1055-1056 as amended (2
U.S.C. 351,371).

Subpart A--General Provisions
§ 211.1 Finished pharmaceuticals; man

ufacturing practice.
(a) The criteria in §§ 211.20-211.115

inclusive, .shall apply in determinint
whether the methods used in, or th(
facilities or controls used for, the manu-
facture, processing, packing, or holdinE
of a' drug conform to or are operated o
administered in conformity with curreni
good manufacturing practice to assure
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t" that a drug meets the requirements of
,d the act as to safety and has the Identity
or and strength and meets the quality and
re, purity characteristics which it purports
of or is represented to possess as required
iy by section 501(a) (2) 03) of the act.
er (b) The regulations In this part per-
se mit the use of precision automatic, me-
l- chanical-or electronic equipment In the
ie production and control of drugs when
ig adequate Inspection and checking pro-
to cedures are used to assure proper
1. performance.
tP § 211.10 Pcrsonncl.

g. (a) The personnel responsible for
al directing. the manufacture and control
it of the drug shall be adequate in number
ty and background of education, training,
t- and experience, or combination thereof,
3- to assure that the drug has the safety,

Identity, strength, quality, and purity
that It purports to possess. All personnel

g shall have capabilities commensurate
it with their assignedfunctions, a thorough

understanding of the manufacturing or
t- control operations they perform, the
1- -necessary training or experience, and
or adequate information concerning the
d reason for application of pertinent pro-
n visions of this part to their respective
a functions.

(b) Any person shown at any time
(either by medical examination or super-
visory observation) to have an apparent
illness or open lesions that may adversely

D affect the safety or quality of drugs shall
be excluded from direct contact with
drug products until the condition Is cor-
rected. All employees shall be instructed

u- to report to supervisory personnel any
conditions that may have such an ad-
verse effect on drug products.

f Subpart B--Construction and Maintenance
of Facilities and Equipment

§ 211.20 Buildings.
Buildings shall be maintaindd in a

s. clean and orderly manner and shall be
of suitable size, construction, and loca-

L- tion to facilitate adequate cleaning,
maintenance, and proper operations in
the manufacturing, processing, packing,
labeling, or holding of a drug. The build,
Ings shall:

(a) Provide adequate space for:
(1) Orderly placement of equipment

and materials to minimize any risk of
mixups between different drugs, drug

- components, in-process materials, pack-
aging materials, or labeling, and to mini-
mize the possibility of contamination.

(2) The receipt, storage, and with-
holding from use of components pending

I sampling, Identification, and testing
prior to release by the materials approval
unit for manufacturing or packaging.

. (3) The holding of rejbcted compo-
nents prior to disposition to preclude the
possibility of their use in manufachlring
or packaging procedures for which they
are unsuitable.

. (4) The storage of components.
containers, l5ackagng materials, and

r labeling.
6 '_(5) Any manufacturing and process-

Ing operations performed.

1402-5

(6) Any packaging or-labeling opera-
tions.

(7) Storage of finished products.
(8) Control and production-labora-

tory operations.
(b) Provide adequate lighting, venti-

lation, and screeninc and, when neces-
sary for the intended production or
control purposes, provide facilities for
adequate air-pressure, microbiological,
dust, humidity, and temperature controlsto:

(1) Mnimilze contamination of prod-

ucts by extraneous adulterants, includ-
ing cross-contamination of) one prod-
uct by dust or particles of ingredients
arising from the manufacture, storage,
or handling of another product

(2) "MInlinize dissemination of micro-
brganlsms from one area to another.

(3) Provide suitable storage conditions
for drug components, in-process mate-
rials, and finished drugs in conformance
with stability Information as derived
under § 211.60.

(c) Provide adequate locker facilities
and hot and cold water washing facili-
ties, including soap or detergent. air-drier
or single service towels, and clean toilet
facilities near working areas.

(W) Provide an adequate supply of
potable water (§ 1250.82 of this chapter)
under continuous positive pressure in a
plumbing system. free of defects that
could cause or contribute to contamina-
tion of any drug. Drains shall be of ade-
quate size and, where connected directly
to a sewer, shall be equipped with traps
to preventback-siphonage..

(e) Provide suitable housing and space
for the care of all laboratory animals.

(f) Provide for safe and sanitary dis-
posal of sewage, trash, and other refuse
within and from the buildings and im-
mediate premises.
§ 211.30 Equipment.

Equipment used for the manufacture,
processing, packing, labeling, holding,
testing, or control of drugs shall be main-
tained in a clean and orderly manner
and shall be of suitable design, size, con-
struction, and location to facilitate
cleaning, maintenance, and operation
for Its intended purpose. The equipment
shall:

(a) Be so constructed that all surfaces
that come Into contact with a drug prod-
uct shall not be reactive, additive, or ab-
sorptive so as to alter the safety, Identity,
strength, quality, or purity- of the drug
or Its components beyond the offelal or
other established requirements.

(b) Be so constructed that any sub-
stances required for operation of the
equipment. such as lubricants or cool-
ants, do not contact drug products so as
to alter the safety, Identity, strength,
quality, or purity of the drug or its com-
ponents beyond the offclal or other
established requirements.
(c) Be constructed and installed to

facilitate adjustment disassembly clean-
ing and maintenance to assure the reli-
ability of control procedures uniformity
of production and exclusion from the
drugs of contaminants from'previous
and current operations that mlght
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affect the safety, identity, strength, qual-
ity, or purity of the drug or its com-
ponents beyond the official or other
established requirements.

(d) Be of suitable type, size, and
accuracy for any testing, measuring, mix-
ing, weighing, or other processing or
storage operations.

Subpart C-Product Quality Control
§ 211.40 Production and control proce-

dures.
Production and control procedures

shall include all reasonable precautions,
including the following, to assure that
the drugs produced have the safety,
identity, strength, quality, and purity
they purport to possess:

(a) Each significant step in the proc-
ess, such as the selection, weighing, and
measuring of components, the addition
of ingredients during the process, weigh-
ing and measuring during various stages
of the processing, and the determination
of the finished yield, shall be performed
by a competent and responsible individ-
ual and checked by a second competent
and responsible individual; or if such
steps in the processing are controlled
by precision automatic, mechanical, or"
electronic equipment, their proper per-
formance is adequately checked by one
or more competent and responsible indi-
viduals. The written record of the sig-
nificant steps in the process shall be
identified by the individual performing
these tests and by the individual charged
with checking these steps. Such identi-
flcations shall be recorded immediately
following the completion of such steps.

(b) All containers, lines, and equip-
ment used during the production of a
batch of a drug shall be properly Iden-
tified at all times to accurately and com-
pletely indicate their contents and, when
necessary, the stage of processing of the
batch.

(c) To minimize contamination and
prevent mixups, equipment, utensils, and
containers shall be thoroughly and ap-
propriately cleaned and properly stored
and have previous batch Identification
removed or obliterated between batches
or at suitable intervals in continuous
production operations.

(d) Appropriate precautions shall be
taken to minimize microbiological and
other contamination -in the production.
of drugs purporting to be sterile or
which by virtue of their intended use
should be free from objectionable micro-
organisms.

(e) Appropriate procedures shall be
established to minimize the hazard of
cross-contamination of any drugs while
being manufactured or stored.

(f) To assure the uniformity and In-
tegrity of products, there shall be ade-
quate In-process controls, such as check-
ing the weights and disintegration times
of tablets, the adequacy of mixing, the
homogeneity of suspensions, and the
clarity of solutions. In-process sampling
shall be done at appropriate intervals
using suitable equipment.

(g) Representative samples of all dos-
age form drugs shall be tested to
determine their conformance witfi the

specifications for the product before
distribution.

(h) Procedurds shall be instituted
whereby review and approval of all pro-
duction and control records, including
packaging and labeling, shall be made
prior to the release or distribution of a
batch. A thorough investigation of any
unexplained discrepancy or the failure
of a batch to meet any of Its specifica-
tions shall be undertaken whether or
not the batch has already been distrib-
uted. This investigation shall be under-
taken by a competent and responsible
individual and shall extend to other
batches of the same drug and other
drugs that may have been associated
with the specific failure. A written record
of the investigation shall be made
and shall include the conclusions and
followup.

(i) Returned goods shall be identified
as such and held. If the conditions under
which returned goods have been held,
stored, or shipped prior to or during
their return, or the condition of the
product, its container, carton, or label-
ing as a result of storage or shipping,
cast doubt on the safety, identity,
strength, quality, ot purity of the drug,
the returned goods shall be destroyed
or subjected to adequate examination or
testing to assure that the material meets
all appropriate standards or specifica-
tions before being returned to stock for
warehouse distribution or repacking. If
the product is neither destroyed nor re-
turned to stock, it may be reprocessed
provided the final product meets all its
standards and specifications. Records of
returned goods shall be maintained and
shall indicate the quantity returned,
date, and actual disposition of the prod-
uct. If the reason for returned goods
implicates associated batches, an appro-

-priate investigation shall be made In ac-
cordance with the requirements of para-
graph (h) of this section.

(j) Use of asbestos-containing or other
fiber-releasing filters: (1) Filters used
in the manufacture, processing or pack-
aging of components of drug products
for parenteral injection in humans shall
not release fibers into such products. No
asbestos-containing or other fiber-re-
leasing fiter may be used in the manu-
facture, processing or packaging of such
products unless it is not possible to man-
ufacture that drug product or component
without the use of such a filter. Filtra-
tion, as needed, shall be through a non-
fiber-releasing filter. For the purposes
of this regulation a non-fiber-releasing
filter is defined as a nonasbestos, non-
glass fiber filter which, after any appro-
priate pretreatment such as washing or
flushing, will not continue to release
fibers into the drug product or compo-
nent which is being filtered. A fiber is de-
fined as any particle with length at least
three times greater than its width.

(2) If use of a fiber-releasing filter is
required, an additional non-fiber-releas-
ing filter of maximum pore size of 0.22
microns (0.45 microns if the manufac-
turing conditions so dictate) shall sub-
sequently be used to reduce the content
of any asbestos-form particles in the

drug product or component. Use of an
asbestos-containing filter with or with-
out subsequent use of a specific non-
fiber-releasing filter is permissible only
upon submission of proof to the appro-
priate bureau of the Food and Drug Ad-
ministration that use of a non-fiber-re-
leasing filter will, or is likely to,
compromise the safety or effectiveness of
the drug.

(3) Substitution for a fiber-releasing
filter shall be achieved on or before Sep-
tember 14, 1976. If such substitution is
not achieved on or before March 14,
1976, the manufacturer of the drug prod-
uct for pafenteral injection who requires
the additional 6 months to develop new
manufacturing procedures so as to uti-
lize non-fiber-releasing filters in place of
fiber-releasing filters shall submit
monthly reports to the appropriate bu-
reau of the Food and Drug Administra-
tion indicating progress in substituting
the new filters. Such a substitution shall
be shown to have been effected without
loss of the safety or effectiveness of the
drug.
Paragraph Wi) is effective April 14, 1975.
§ 211.42 Components.

All components and other materials
used in the manufacture, processing, and
packaging of drug products, and mate-
rials necessary for building and equip-
ment maintenance, upo4 receipt shall be
stored and handled In a safe, sanitary,
and orderly manner. Adequate measures
shall be taken to prevent mixups and
cross-contanination affecting drugs and
drugproducts. Components shall be with-
held from use until they have been Iden-
tified, sampled, and tested for conform-
ance with established specifications and
are released by a materials approval
unit. Control of components shall include
the following:

(a) Each container of component shall
be examined visually for damage or con-
tamination prior to use, Including exami-
nation for breakage of seals when in-
dicated.

(b) An adequate number of samples
shall be taken from a representative
number of component containers from
each lot and shall be subjected to one or
more tests to establish the specific
identity.

(c) Representative samples of com-
ponents liable to contamination with
filth, insect infestation, or other extra-
neous contaminants shall be appropri-
ately examined.

(d) Representative samples of all com-
ponents intended for use as active ingre-
dients shall be tested to determine their
strength in order to assure conformance
with appropriate specifications.

(e) Representative samples of com-
ponents liable to microbiological con-
tamination shall be subjected to micro-
biological tests prior to use. Such
components shall not contain micro-
organisms that are objectionable in view
of their intended use.

f) Approved components shall be
appropriately Identified and retested as
necessary to assure that they conform
to appropriate specifications of Identity,
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'strength, quality, and purity at time of
use. This requires the following:

(1) Approved components shall be
handled and stored to guard against con-
taminating or being contaminated by
other drugs or components.

(2) Approved components shall be ro-
tated in such a manner that the oldest
stock is used first.

(3) Rejected components shall be
identified and held to preclude their
use in manufacturing or processing pro-
cedures for which they are unsuitable.

(g). Appropriate records shall be
maintained, including the following:
(1) The identity and quantity of the

component, the name of the supplier, the
supplier's -lot number, and the -date of
receipt.

(2) Examinations and tests performed
and rejected components and their
disposition.

(3) An individual inventory and rec-
ord for each component used in each
batch of drug manufactured or processed.

(i) An appropriately identified re-
serve sample of all active ingredients
consisting of at least twice the quantity
necessary for all required tests, except
those for sterility and determination of

* the presence of pyrogens, shall be re-
tained for at least 2 years after distribu-

* tion of the last drug lot incorporating
the component has been completed or 1
year after the expiration date of this last
drug lot, whichever is longer.
§ 211.55 Product containers and their

components.
Suitable specifications, test methods,

cleaning procedures, and when indicated,
sterilization procedures shall be used to
assure that containers, closures, and
other component parts of drug packages
are suitable for their intended use. Con-
tainers for parenteral drugs, drug prod-
ucts or drug components shall be
cleansed with water which has been il-
teredthrougha non-fiber-releasing filter
equivalent to that indicated in § 211.40()
(2Y- Product containers and their com-
ponents hal not be reactive, additive,
or absorptive so as to alter the safety,
identity, strength, quality, or plrity of
the -drug or -its components beyond the
official or established requirements and
shall provide adequate protection against
external factors that can cause deterio-
ration or contamination, of the drug.

Effective date. This section effective
April 14, 1975.
(Se'cs. 501, 502, 701, 52 Stat. 1049-1051, 1055-
1056, as amended; (21 U.S.C. 351, 352, 371))
§ 211.58- Laboratorycontrols.

Laboratory controls shall include the
establishment of scientifically sound and
appropriate specifications,' standards,
and test procedures to assure that com-
ponents, in-processed drugs, and finished
products conform to appropriate stand-
ards of identity, strength, quality, and
purity. Laboratory controls shall include:

(a) The establishment.of master rec-
ords containing appropriate specifica-
tions for the acceptance of each lot of
drug components, product -containers,
and their components used in drug pro-
duction and packaging and a descrip-

tion of the sampling and testing proce-
dures used for them. Said samples shall
be representative and adequately Identi-
fied. Such records shall also provide for
appropriate retesting of drug compo-
nents, product containers, and their com-
ponents subject to deterioration.

(b) A reserve sample of all active
ingredients as required by § 211.42 (h).

(c) The establishment of master
records, when needed. containing speci-
fications and a description of sampling,
and testing procedures for in-process
drug preparations. Such samples shall be
adequately representative and properly
Identified.

Cd) The establishment of master
records containing a description of sam-
ping procedures and appropriate speci-
fications for finished drug products. Such
samples shall be adequateyrepreseta-
tive and properly Identified.

(e) Adequate provisions for checking
the Identity and strength of drug prod-
ucts for all active ingredients and for
assuring:
. (1) Sterility of drugs purported to be

sterile and freedom from objectionable
microorganisms for those drugs which
should be so by virtue of their Intended
use.

(2)" The absence of pyrogens for those
drugs purporting to be pyrogen-free.

(3) MInimal contamination of oph-
thalmic ointments by foreign particles
and harsh or abrasive substances.

(4) That the drug release pattern of
sustained release products Is tested by
laboratory methods to assure conform-
ance to the release specifications.

Cf) Adequate provision for auditing
the reliability, accuracy, precision, and
performance of laboratory test proce-
dures and laboratory instruments used.

(g) A properly identified reserve
sample of the finished product (stored In
the same immediate container-closure
system in which the drug Is marketed)
consisting of at least twice the quantity
necessary to perform all the required
tests, except those for sterility and de-
termination of the absence of pyrogens,
and stored under conditions consistent
with product labeling shall be retained
for at least 2 years after the drug dIs-
tribution has been completed or at least
1 year gfter'the drug's expiration date,
whichever is longer.

Ch) Provision for retaining complete
records of all laboratory data relating to
each batch or lot of drug to which they
apply. Such records shall be retained for
at* least 2 years after distribution has
been completed or 1 year after the drug's
expiration date, whichever Is longer.

() Provision that annmals shall be
maintained and controlled In a manner
that assures suitability for their intended
use. They shall be Identified and appro-
priate records maintained to determine
the history of use.

() Provision that firms which manu-
facture nonpenicillin products (includ-
ing certifiable antibiotic products) on
the same premises or use the same equip-
ment as that used for manufacturing
penicillin products, or that operate under
any circumstances that may reasonably
be regarded as conducive to contamina-

tion of other drugs by penicillin, shall
test such nonpenicillin products to de-
termine whether any have become cross-
contaminated by penicillin. Such prod-
ucts shall not be marketed if intended
for use in man and the product is con-
taminated with an amount of penicillin
equivalent to 0.05 unit or more of peni-
cillin G per maximum single dose rec-
ommended in the labeling of a drug in-
tended for parenteral administration, or
an amount of penicillin equivalent to 0.5
unit or more of penicillin G per maxi-
mum single dose recommended in the
labeling of a drug intended for oral use.
§211.60 Stability.

There shall be assurance of the stabil-
Ity of finished drug products. This sta-
bility shall be:

Ca) Determined by reliable, meaning-
ful, and specific test mdthods.

(b) Determined on product- in the
same container-closure systems in
which they are marketed.

(c) Determined on any dry drugprod-
uct that is to be reconstituted at the time
of dispensing (as directed in its labeling),
as well as on the reconstituted product.

d) Recorded and maintained in such
manner that the stability data may be
utilized in establishing product expira-
tion dates.

§211.62 Expiration dating.
To assure that drug products liable to

deterioration meet appropriate standards
of Identity, strength, quality, and purity
at the time of use, the label of all such
drugs shall have suitable expiration
dates which relate to stability tests per-
formed on the product.

(a) Expiration dates appearing on the
drug labeling shall be justified by readily
available data from stability studies such
as described in § 211.60.

(b) Expiration dates shall be related
to appropriate storage conditions stated
on the labeling wherever the expiration
date appears.

Cc) When the drug is marketed in the
dry state for use. in preparing a liquid
product, the labeling shall bear expira-
tion Information for the reconstituted
product as well as an expiration date for
the dry product.

Subpart D-Packaging and Labeling
§ 211.80 Packaging and labeling.

Packaging and labeling operations
shall be adequately controlled: To as-
sure that only those drug products that
have met the standards and specifica-
tions established in their master pro-
duction and control records shall be
distributed; to prevent mixups between
dru&s during filling, packaging, and
labeling operations; to assure that cor-
rect labels and labeling are employed
for the drug; and to identify the finished
product with a lot or control nmnber that
permits determination of the history of
the manufacture and control of the
batch. An hour, day, or shift code is
appropriate as a lot or control number
for drug products manufactured or proc-
essed in continuous production equip-
ment. Packaging and labeling operations
shall:
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(a) Be separated (physically or spa-
tially) from operations on other drugs In
a manner adequate to avoid-mixups and
minimize cross-contamination. Two or
more packaging or labeling operations
having drugs, containers, or labeling sim-
ilar in appearance shall not be in process
simultaneously on adjacent or nearby
lines unless these operations are sepa-
rated either physically or spatially.

(b) Provide for an inspection of the
facilities prior to use to assure that all
drugs and previously used packaging and
labeling materials have been removed.

(c) Include the following labeling
controls:

(1) The holding of labels and package
labeling upon receipt pending review and
proofing against an approved final copy
by a competent and responsible indi-
vidual to assure that they are accurate
regarding Identity, content, and con-
formity with the approved copy before
release to.inventory.

(2) The .maintenance and storage of
each type of label and package labeling
representing different products,-strength,
dosage forms, or quantity of contents in
such a manner as to prdvent mixups and
provide proper Identification.

(3) A suitable system for assuring that
only current labels and package labeling
are retained and that stocks of obsolete
labels and package labeling are
destroyed.

(4) Restriction of access to labels and
package labeling to authorized personnel.

(5) Avoidance of gang printing of cut
labels, cartons, or inserts when the
labels, cartons, or inserts are for differ-
ent products or different strengths of
the same products or are of the same size
and have identical or similar format
and/or color schemes. If gang printing
is employed, packaging and labeling op-
erations shall provide for added control
procedures. These added controls should
consider sheet layout, stacking, cutting,
and handling during and after printing.

(d) Provide strict control of the pack-
age labeling Issued for use with the drug.
Such issue shall be carefully checked by
a competent and responsible person for
Identity and conformity to the labeling
specified in the batch production record.
Said record shall Identify the labeling
and the quantities Issued and used and
shall reasonably reconcile any dis-
crepancy between the quantity of drug
finished and the quantities of labeling is-
sued. All excess package labeling bear-
ing lot or control numbers shall be
destroyed. In event of any significant un-
explained discrepancy, an investigation
should be carried out according to
§211.40(h).

(e) Provide for adequate examination
or laboratory testing of representative
samples of finished products after pack-
aging and labeling to safeguard against
any errors in the finishing operations and
to prevent distribution of any batch until
all specified tests have been met.

RULES AND REGULATIONS

Subpart E-Records and Reports
§ 211.101 Master production and con-

trol records; batch production and
control records.

(a) To assure uniformity from batch
to batch, a master production and con-
trol record for each drug product and
each batch size of drug product shall be
prepared, dated, and signed or initialed
by a competent and responsible indi-
vidual and shall be independently
checked, reconciled, dated, and signed or
initialed by a second competent and re-
'sponsible individual. The master produc-
tion and control record shall include:

(1) The name of the product, descrip-
tion of the dosage form, and a specimen
or copy of each label and all other label-
ing associated with the retail or bulk
unit, including copies of such labeling
signed or initialed and dated by the per-
son or persons responsible for approval
of such labeling.

(2) The name and weight or measure
of each active ingredient per dosage unit
or per unit of weight or measure of the
finished drug, and a statement of the
total weight or measure of any dosage
unit.

(3) A complete list of ingredients
designated by names or codes sufficiently
specific to indicate any special quality
characteristic; an accurate statement of
the weight or measure of each ingredient
regardless of whether it appears in the
finished product, except that reasonable
variations may be permitted in the
amount of components necessary in the
preparation in dosage form provided
that provisions for such variations are
included in the master production and
control record; an appropriate statement
concerning any calculated excess of an
ingredient; an appropriate statement of
theoretical weight or measure at various
stages of processing; and a statement of
the theoretical yield.

(4) A description of the containers,
closures, and packaging and finishing
materials.

(5) Manufacturing and control in-
structions, procedures, specifications,
special notations, and precautions to be
followed.

(b) The batch production and control
record shall be prepared for each batch
of drug produced and shall include com-
plete information relating to the produc-
tion and control of each batch. These
records shall be retained for at least 2
years after the batch distribution Is
complete or at least 1 year after the
batch expiration date, whichever is
longer. These records shall Identify the
specific labeling and lot or control num-
bers used on the batch and shall be
readily available during such retention
period. The batch record shall include:

(1) An accurate reproduction of the
appropriate master formula record
checked, dated, and signed or initialed
by a competent and responsible Indi-
vidual.

(2) A record of each significant step
in the manufacturing, processing, pack-
aging, labeling, testing, and controlling
of the batch, including: Dates: individual
major equipment and lines employed:
specific identification of each batch of
components used; weights and measure3
of components and products used In the
course of processing; in-process and lab-
oratory control results; and Identifica-
tions of the individual(s) actively per-
forming and the individual(s) directly
supervising or checking each significant
step in the operation.

(3) A batch number that Identifles
all the production and control docu-
ments relating to the history of the batch
and all lot or control numbers associated
with the batch.

(4) A record og any investigation
made according to § 211.40 (h).
§ 211.110 Distribution records.

(a) inished goods warehouse con-
trol and distribution procedures shall In-
clude a system by which the distribution
of each lot of drug can be readily deter-
mined to facilitate Its recall If necessary.
Records within the system shall contain
the name and address of the consignee,
date and quantity shipped, and lot or
control number of the drug. Recordl
shall be retained for at least 2 years after
the distribution of the drug has been
completed or 1 year after the expiration
date of the drug, whichever Is longer.

(b) To assure the quality of the
product, finished goods warehouse con-
trol shall also include a system whereby
the oldest approved stock Is distributed
first whenever possible. (See 21 CFR 1304-
for regulations relating to manufactur-
ing and distribution records of drugs
subject to the Drug Abuse Control
Amendments of 1965; Public Law 89-
74.)
§ 211.115 Complaint files.

Records shall be maintained of all
written and oral complaints regarding
each product. An Investigation of each
complaint shall be made in accordance
with § 211.40(h). The record of each in-
vestigation shall be maintained for at
least 2 years after distribution of the
drug has been completed or 1 year after
the expiration date of the drug, which-
ever is longer.

PART 225-CURRENT GOOD MANUFAC.
TURING PRACTICE FOR MEDICATED
FEEDS

Subpart A-General Provisions
Sec.
225.1 Current good manufacturing prac-

tice.
225.10 Personnel.
Subpart B-Construction and Malntenance of

Facilities and Equipment

225.20 Buildings.
225.30 Equipment.
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Subpart C-Produqt Quality Control

See. -
225.40 Production and control procedures.
225.42 Components.
225.58 Laboratory controls.

Subpart D-Packaging and Labeling

225.80 Packaging and-labeling. -
Subpart E-Records and Reports

225.102 Formula and production records.
225.110 DistrLbution records.
225.115. Conplaint files.

A=onrros: Sees. 501, 7014 52- Stat. 1049-
1050 as amended, 1055-1056 as amended (21
U.S.C. 351,371).

Subpart -- General Provisions
§ 225.1 Current good manufacturing

practice.
The criteria in §.225.10 through 225.-

115, inclusive, shall apply in determining
whether the methods used in, or the
facilities and controls used for, the
manufacture, 'processing, packing, or
holding of a medicated feed conform to
or are operated or administered in con-
formity with current good manufactur-
ing practice to assure that a medicated
feed meets the requirements of the act as
to safety, and has the identity and
strength, and meets -the quality and
purity characteristics which it purports
-or is represented to possess, as required
by section 501(a) (2) (B) of the act. The
regulations in this Part 225 permit the
use of Precision, automatic, mechanical,
or electronic equipment in the production
of 'a medicated feed when adequate in-
spection and checking procedures are
usedto assure proper-performance.
§ 225.10 Personnel.

'The key employees and/or consultants
responsible for the formulation, manu-

.facture, and control of the medicated
feed shall have a background of educa-
tion or experience or a combination
thereof that is adequate to assure proper
composition and labeling of the medi-
cated feeds.
Subpart B--Construction and Maintenance

of Facilities and Equipment
§ 225.20 Buildings.

Buildings in which medicated feeds are
manufactured, processed, packaged, la-
beled, or held shall be maintained in a
reasonably clean and orderly manner
and shall be of suitable size, construc-
tion, and location in relation to sur-
roundings to facilitate maintenance and
operation for their intended purpose. The
buildings shall:

(a) Provide adequate space for the
orderly placement of equipment andma-
terils used in any of the following opera-
tions for which they are employed, to
minimize anyr risk of mixups between
dlfferent.medicated feeds, their compo-
nentp, packaging, or labeling:
(1) The receipt, control, and storage

of components.
(2) Any ianufacturing and process-

ing operations performed on the medi-
cated feed.

(3) -Any packaging and labeling opera-
tions.

(4) Storage of containers, packaging
materials, labeling, and finishing prod-
ucts.

(b) Provide adequate lighting and
other physical facilities necessary to pre-
vent unsafe contamination of raw ma-
terials and finished products before, dur-
Ing, and after production.

(c) Provide for -adequate washing.
cleaning, toilet, and locker facilities.
Work areas and equipment used far the
production of medicated feeds or for the
storage of the components of medicated
feeds shall not be used for the production,
mixing, or storage of finished or un-
finished Insecticides, fungicides, or ro-
denticides or their components.
§ 225.30 Equipment.

Equipment used for the manufacture,
processing, packaging, bulk shipment,
labeling, holding or control of medicated
feeds or their components shall be main-
tained in a reasonably clean and orderly
manner and shall be of suitable design,
size, construction, and location in rela-
tion to surroundings to facilitate main-
tenance and operation for its intended
purpose. The equipment shall:

(a) Be so constructed that any sur-
faces that come into contact with medi-
cated feeds are suitable, in that they are
not reactive, additive, or absorptive to
an" extent that significantly affects the
Identity, strength, quality, or purity of
the medicated feed or its components.

(b) Be so constructed that any sub-
stance required for the operation of the
equipment, such as lubricants, coolants,
etc., may be eniployed without hazard of
becoming an unsafe additive to the med-
icated feed.

Cc) Be constructed to facilitate adjust-
ment, cleaning, and maintenance, and to
assure uniformity of production and re-
liability of control procedures and to
assure the exclusion from medicated
feeds of unsafe contamination, including
cross-examination from manufactur-
ing operations.

(d) Be suitably grounded electrically
to prevent lack of uniform mixing due
to electrically charged particles.

(e) Be of suitable size and accuracy
for use in any intended measuring, mix-
ing or weighing operations.

Subpart C-Product Quality Control
§ 225.40 Production and control pro-

cedures.

Production and control procedures
shall include all reasonable precautions,
including the following, to assure that
the medicated feeds produced are of
proper composition and labeling:

(a) Each critical step In the process,
such as the selection, weighing, and
measuring of components; the addition
of drugs or components during the proc-
-ess; the control of mixing times; the ad-
justment of the equipment involved In
continuous production processes; and
the determination of the finished yield,
shall be performed in a manner that has
been determined by appropriate methods,
including laboratory testing of the med-
icated feed, to be adequate to assure the
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integrity of the final product.'If such'
steps in the processing are controlled by
precision, automatic, mechanical, or elec-
tronic equipment, provision shall be made
to adequately check its performance.

(b) All containers to be used for undi-
luted drugs, drug components, Inter-
mediate mixtures, and finished feeds
shall be received, adequately Identified.
and properly stored and handled in a
manner adequate to prevent mixups or
contamination.

c) Equipment, including dust-con-
trol and other equipment, such as that
used for holding and returning recovered
or flush-out materials back into produc-
tion, shall be maintained and operated In
such a manner as to prevent unsafe con-
tamination of the medicated feed.

d) The steps used to prevent unsafe
contamination of medicated feed include
one or more of the following, or other
equally effective procedures:
(1) Cleaning of those parts of storage,

mixing, conveying, and any other equip-
ment coming In contact with the drug
component of the medicated feed for the
purpose of cleaning out of the equipment
any drug, drug component, or medicated
feed prior to the use of the same equip-
ment for the production of-a different
medicated feed.
(2) The cleaning of the equipment as

required in paragraph (d) (1) of this
section, may be achieved by flushing
all feed-contacting surfaces of such
equipment used in the production of a
medicated feed with a quantity of an
appropriate drug-free feedstuff that has
been found suffielent to remove any sig-
nificant quantity of a drug component
or an intermediate mix or complete medi-
cated feed prior to the production of a
different medicated feed. The yield
from any such flushing operation may be
incorporated In appropriate amounts in
the subsequent productionof a medi-
cated feed intended to contain the same
drug component (or components) to pro-
duce a complete medicated feed con-
forming to its composition and labeling
specifications.
(e) If there Is sequential production

of batches of a medicated feed containing.
the same drug component (or compo-
nents) at the same or lower levels, there
shall be suficlent safeguards to avoid any

-buildup above the specified levels of the
drug components in any of the batches
of the complete feed.
Wf) A sampling and -assay schedule on

the finished medicated feed, or a sched-
ule at least as reliable, for checking on
the composition of the finished article
shall be applied as follows: "
(1) In the case of a medicated feed

that requires an approved Form FD:-1800
for its manufacture and marketing, the
schedule of assays established in such
application shall be used.

(2) In the case of a medicated feed
that does not require an approved Form
FD-1800 for Its marketing, three appro-
priately drawn samples from each 400
tons of such medicated feeds produced
shall be taken at appropriately spaced
Intervals over the productionperiod, and,
in any event, not less than three such
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samples of each particular medicated
feed during any 1 year shall be collected
and analyzed. For the purposes of. this
subparagraph, the term "each particular
medicated feed" shall be construed to in-
clude all feeds containing the same drug
components) at different levels. The col-
ponent (or the same mixture of com-
ponents) at different levels. The col-
lection and analysis of samples shall be
from the medicated feed containing the
highest level of the drug component (or
mixture of components).

(3) A medicated feed covered by para-
graph (f) (2) of this section shall be
exempt from the prescribed sampling
and analytical schedule under the fol-
lowing conditions:

(I) The manufacturing practices used
in the production of the medicated feed
were consistent with the regulations of
this part; and

(ii) The manufacturer of the medi-
cated feed has produced at least 3 batches
of such feed conforming to composition
and labeling specifications during the
1-year period immediately preceding the
date of manufacture of the feed and
during that period has not been notified
by the Food and Drug Administration or
any State regulatory official that his
manufacturing practices were in conflict
with section 501(a) (2) (B) of the act
or the regulations of this part and has
not distributed a medicated feed during
that period which has been proceeded
against under the act because of failure
of such feed to comply with Its composi-
tion or labeling requirements or which
has been analyzed by any State official
and found to be deflclent;.and

(liI) The medicated feed contains
only, as the drug component (or com-
ponents), a low-level growth-proqiotion
antibiotic (or antibiotics) as provided
by and in accordance with the regula-
tions in Part 558 of this chqpter; it was
manufactured from a feed additive
premix, feed additive concentrate, or
feed additive supplement that, at the
time of receipt by the medicated-feed
manufacturer, bore a label, or was ac-
companied by labeling, containing a
quantitative composition statement of
its antibiotic content together with di-
rections for its use in the manufactur-
ing of a legal medicated feed; and the
medicated-feed manufacturer, in good
faith, relied upon and followed the feed
additive premix, concentrate, or supple-
ment label or labeling information and
directions for use in the manufacturing
of the medicated feed; or

(iv) The medicated feed contains
only, as the drug component (or com-
ponents), a drug (or drugs) as provided
by and in accordance with the regula-
tions in Part 558 of this chapter; it was
manufactured from a feed-additive con-
centrate or feed additive supplement
that, at the time of receipt by the medi-
cated-feed manufacturer, bore a label,
or was accompanied by labeling, con-
taining the quantitative composition of
Its drug content together with directions
for Its use in the manufacturing of a
legal medicated feed; and the medicated-
feed manufacturer, in good faith, relied
upon and followed the feed additive con-

centrate or supplement label or labeling
information and directions for use in the
manufacturing of the medicated feed,-
or

(v) The medicated feed contains only
drug components as provided by and in
accordance with the regulations in Part
558 of this chapter and was manu-
factured from a feed additive supple-
ment, a low level growth-promotion
antibiotic premix, a low level growth-
promotion antibiotic concentrate, a feed
additive concentrate, or a combination
of any two of these used in accordance
with the conditions det forth in para-
graph (f) (3) (ii), (iii), and (iv) of this
section.

(g) Production and control procedures
shall include provision for discontinuing
distribution of any medicated feed found
by the assay procedures, or any other
controls preformed, to fail to conform
to appropriate specifications. Distribu-
tion of subsequent production shall not
begin until it has been determined that
proper control produres have been
established.
§ 225.42 Components.

(a) Drug components, including un-
diluted drugs and any intermediate mixes
containing drugs used in the manufac-
ture and processing of medicated feeds.
shall be received, stored, handled. 'and
otherwise controlled in a manner to
.maintain the integrity and identification
of such articles. Appropriate receipt
and inventory records shall be main-
tained for 1. year and such records shall
show the origin of any drug components.
the batches in which they were used, and
the results of any testing of them by or
on behalf of the medicated-feed manu-
facturer.

(b) Nondrug components shall be
stored and otherwise handled in a man-
ner to avoid unsafe contamination, in-
cluding cross-contamination from man-
ufacturing operations.

(c) Statements relating to the identi-
fication-and the quantitative composition
appearing on the labels of undiluted
drugs or other drug components received"
by, the medicated-feed manufacturer
from other suppliers may be relied upon
by the medicated-feed manufacturer as
acceptable evidence of the identity and
composition'of the drug or drug com-
ponents in lieu of actual testing of each
such drug or drug component if such re-
liance is made in good faith.
§ 225.58 Laboratory controls.

Laboratory controls shall include the
establishment of adequate specifications
and test procedures to assure that the
drug components and the finished medi-
cated- feeds conform to appropriate
standards 6f Identity, strength, quality,
and purity. Laboratory controls shall
include:

(a) The establishment of master rec-
ords containing appropriate specifica-
tions and a description of the test pro-
cedures used to check them for each
kind of drug used in the manufacture of
medicated feeds; this may consist of the
manufacturer's or supplier's statement
of specifications.

(b) The establishment of finished-
product specifications for medicated
feeds and a description of any necessary
laboratory test procedures to check
them, including methods of assay for the
active drug Ingredient.

(c) A determination that the drug
components remain uniformly dispersed
and stable in the medicated feed under
ordinary conditions of shipment, stor-
age, and use; this may consist of a sup-
plier's or consultant's determination
made on a feed of substantially the same
formula.

(d) Adequate provision to check the
reliability, accuracy, and precision of any
laboratory test procedure used; the
official Methods of Analysis of the Asso-
ciation of Official Agricultural Chem-
ists, methods described in an official
compendium, and any method, submitted
as a part of a food additive petition or
new-drug application, which has been
accepted by the Food and Drug Admin-
istration shall be regarded as meeting
this provision.

(e) Provision for the maintenance of
the results of any assays, Including dates
and endorsement of analysts. Such rec-
ords, together with records of analyses
reported by any State feed control of-
ficial shall be retained in the possession
of the manufacturer or in the possession
of a consulting laboratory operating in
his behalf. Such records shall be main-
tained for a period of at least 1 year after
distribution of the medicated feed has
been completed.

.Subpart D-Packaging and Labeling
§ 225.80 Packaging and labeling.

Packaging and labeling operations
shall be adequately performed and con-
trolled to assure that only those medi-
cated feeds made In compliance with
established formula records and manu-
facturing and control directions shall be
distributed; to prevent milxups between
the medicated feeds during the packag-
ing and labeling operations; and to as-
sure that correct labeling is employed for
the medicated feed. In the case of
medicated feeds distributed in bulk, com-
plete labeling shall accompany the ship-
ment and be supplied to the consignee at
the time of delivery. Such labeling may
consist of an invoice or placard Identi-
fying the medicated feed and bearing
adequate information for the safe and
effective use of the medicated feed,
Labels and labeling shall be received,
handled, and stored In a manner that
avoids labeling mixups, Previously used
containers shall be adequately cleaned
and labeled before reuse to avoid adult-
oration or misbranding.

Subpart E-Records and Reports
§ 225.102 Formula and production rec-

ords.
(a) For each medicated feed, a master

formula record or card shall be prepared,
checked, and maintained by a responsible
key employee and retained for at least
1 year after production of the last batch.
The formula record or card shall include
at least the following:
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(1) The name of the medicated feed,
together with any other information nec-
essary for the correct identification of the
feed.

(2) The weight or measure of each in-
gredient, adequately identified,- to be
used in manufacturing a stated weight
of the medicated feed.

(3) A copy, description, or nbtation
adequately identifying the label, labeling,
or placard necessary to be used on or
with the complete medicated feed.

(4) Manufacturing instructions for
each medicated feed produced on a batch
or continuous operation basis, including
mixing steps, mixing times, and batch.
formulas,that have been determined to
yield an adequately mixed medicated

-feed; and in the case of medicated feeds
produced by continuous production run,
any additional manufacturing directions
including, when indicated, the settings
-of equipment.that have been determined
to yield an adequately mixed medicated
feed of the specified formula.

(5) Appropriate control directions, in-
cluding the manner and frequency with
which any necessary samples of the med-
icated feed are to be taken for specified
laboratory, tests, the criteria for using
laboratory test results -to change formu-
lations or manufacturing procedures, and
the procedures to be observed to avoid
Unsafe contamination of the medicated
feed with other medicated feeds or drug
components.

(b) A production record shall be pre-
pared for each batch or run of medicated
feed produced, and shall be retained for
at least 1 year; The production record
shall include:

(1) Product identification, date of
production, and endorsement by a re-
sponsible individual.

(2) A. record of the quantity of drug
components used.

(3) A record of the quantity of medi-
cated feed produced.

(c) In the case of a customer-fdrmula
- feed made to the specifications of a cus-

tomer, the formula and production rec.
ords required by this section may con-
sist of copies of customers' purchase

,orders and sellers' invoices bearing the
information required by this section.

§ 225.110 Distribution records.
Complete records shall be maintained

for each shipment of medicated feeds
in a manner that will facilitate the re-
call, diversion, or destruction of themed-
icated feed, if necessary. Such records
shall be retained for at least 6 months
after the date of the shipment, and shall
include the name and address-of the
consignee, the date and quantity shipped,
and the manufacturing dates, control
numbers, or marks identifying the medi-
cated feed shipped. If the medicated
feed is held under control of the manu-
facturer for further shipment at estab-
lishments other than where produced,
records as outlined in this section shall
be maintained at these establishments.

§ 225.115 Complaint files.
The medicated-feed manufacturer

shall evaluate by responsible key person-
nel each complaint received by him on a

feed that is manufactured or distrib-
uted by him and, where indicated, make
such further investigations or take such
appropriate action as appears to be war-
ranted in the circumstances. A record
of complaints and the action taken by
the feed manufacturer shall be main-
tained for a period of 2 years. If the
medicated feed is the subject of an ap-
proved new-drug application held by the
feed manufacturer, he shall make such
reports as are required by § 510.301 of
this chapter.

PART 226-CURRENT GOOD MANUFAC-
TURING PRACTICE FOR MEDICATED
PREMIXES

Subpart A-General Provisions
Sec.
226.1 Current good manufacturing prac-

tice.
226.10 Personnel.
Subpart B--Construction and Maintenance of

Facilities and Equipment
226.20 Buildings.
226.30 Zquipment.

Subpart c-Product Quality Control
226A0 Production and control procedure3.
2 6.42 Components.
226.58 Laboratory controls.

Subpart D-Packaglng and Labeling
226.80 Packaging and labeling. •

Subpart E-Records and Reports
226.102 ZAaster-formula and batch-produc-

' tion records.
226.110 Distrlbution records.
226.115 Complaint files.

Avrrzonrry: Secs. 501, 701, 52 Stat. 1049-"
1050 as amended; 1055-1056 as amended (21
U.S.C. 351, 371).

Subpart A-General Provisions
§ 226.1 Current 'good manufacturing

practice.
The criteria in §§ 226.10 through 226.-

115, inclusive, shall apply in determining
whether the methods used in. or the fa-
clitie& and controls used for the manu-
facture, processing, packing, or holding
of a medicated premix conform to or are
operated or administered in conformity
with .current good manufacturing pmc-
tice to assure that a medicated premix
meets the requirements of the act as to
safety, and has the identity and strength,
and meets the quality and purity charac-
teristics which It purports or Is repre-
sented to possess, as required by section
501(a) (2) (B) of the act. The regulations
in this Part 226 permit the use of preci-
sion, automatic, mechanical, or elec-
tronic equipment in the production of a
medicated premix when adequate inspec-
tion and checking procedures or other
quality control procedures are used to as-
sure proper performance.
§ 226.10 Personnel.

The key personnel and any consult-
ants involved in the manufacture and
control of the medicated premix shall
have a background of appropriate edu-
cation or appropriate experience or com-
bination thereof for assuming responsi-
bility to assure that the medicated pre-
mix has the proper labeling and the
safety, Identity, strength, quality, and
purity that it purports to possess.
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Subpart B-Construction and Maintenance
of Facilities and Equipment

§ 226.20 Buildings.
Buildings In which medicated pre-

mixes are manufactured, processed,
packaged, labeled, or held shall be main-
tained in a clear and orderly manner
and shall be of suitable size, construc-
tion and location in relation to sur-
roundings to facilitate maintenance and
operation for their Intended purpose. The
building sball:

(a) Provide adequate space for the
orderly placement of equipment and
materials used in any of the following
operations for which they are employed
to minimize risk of mixups between dif-
ferent medicated premixes, their com-
ponents, packaging, or labeling:

(1) The recept, sampling, control, and
storage of components.

(2) Manufacturing and procesqing
operations performed on the medicated
premix.

(3) Packaging and labeling opera-
tions.

(4) Storage of containers, packaging
materials, labeling, and finished prod-
ucts.

(5) Control laboratory operations.
(b) Provide adequate lighting and

ventilation, and when necessary for the
intended production or control purposes,
adequate screening, dust and tempera-
ture controls, to avoid contamination of
medicated premixes, and to avoid other
conditions unfavorable to the safety,
Identity, strength, quality, end purity of
the raw materials and medicated pre-
mixes before, during, and gfter produc-
tion.

(c) Provide for adequate washing,
cleaning, toilet, and locker facilities.
Work aieas and equipment used for the
production of medicated premIxes or for
the stoiage of the components of medi-
cated premixes shall not be used for the
production, mixing or storage of finished
or unfinished insecticides, fungicides,
rodenticides, or other pesticides or their
components unless such materials are
recognized as approved drugs intended
for usen animal feeds.
§ 226.30 Equipment.

Equipment used for the manufachire,
processing, packaging, bulk shipment,
labeling, holding, or control of medicated
premixes or their components shall be
maintained in a clean and orderly man-
ner and shall be of suitable design, size,
construction, and lqcation to facilitate
maintenance and operation for its in-
tended purpose. The equipment shall.

(a) Be so constructed that any sur-
faces that come into contact with medi-
cated premlxes are suitable, in that they
are not reactive, additive,-or absorptive
to an extent that significantly affects

.the Identity, strength, quality, or purity
of the medicated premix or its compo-
nents.

(b) Be so constructed that any sub-
stance required for the operation of the
equipment, such as lubricants, coolants,
etc.. may be employed without hazard of
becoming an unsafe additive to the
medicated premix.
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(c) Be constructed to facilitate adjust-
ment, cleaning, and maintenance, and
to assure uniformity of prodabtion and
reliability of control procedures and to
assure the exclusion from medicated pre-
mixes of contamination, including cross-
contamination from manufacturing
operations.

(d) Be suitably grounded electrically
to prevent lack of uniform mixing due
to electrically charged particles.

(e) Be of suitable size and accuracy
for use in any intended measuring, mix-
ing, or weighing operations.

Subpart C-Product Quality Control
§ 226.40 Production and control pro-

cedures.
Production and control procedures

shall include all reasonable precautions,
including the following, to assure that
the medicated premixes produced have
the Identity, strength, quality, and purity
they purport to possess:

(a) Each critical step in the process,
such as the selection, weighing, and
measuring of components; the addition
of drug components during the process;
weighing and measuring during various
stages of the processing; and the deter-
mination of the finished yield, shall be
performed by one or more competent, re-
sponsible individuals. If such steps In the
processing are controlled by precision,
automatic, mechanical, or electronic
equipment, their proper performance
shall be adequately checked by one or
more competent, responsible individuals.

(b) All containers to be used for un-
diluted drugs, drug components, inter-
mediate mixtures thereof, and medicated
premixes shall be received, adequately
identified, and properly stored and han-
died in, a maner adequate to avoid mix-
ups and contamination.

(c) Equipment, including dust-control
and other equipment, such as that used
for holding and returning recovered or
flush-out materials back into production,
shall be maintained and operated in a
manner to avoid contamination of the
medicated premixes and to insure the
integrity of the finished product.

(d) Competent and responsible per-
sonnel shall check actual against theo-

-retical yield of a batch of medicated
premix, and, in the event of any signifi-
cant discrepancies, key personnel shall
prevent distribution of the batch in
question and other associated batches of
medicated premixes that may have been
involved in a mixup with it.

(e) Adequate procedures for cleaning
of those parts of storage, mixing convey-
ing and other equipment coming in con-
tact with the drug component of the
medicated premix shall be used to avoid
contamination of medicated premixes.

(f) If there is sequential production of
batches of a medicated premix contain-
Ing the same drug component (or com-
ponents) at the same or lower levels.
there shall be sufficient safeguards to
avoid any buildup above the specified
levels of the drug components in any of
the batches of the medicated premix.

(g) Production and control procedures
shall include provision for discontinuing

RULES AND REGULATIONS

distribution of any medicated premix
found by the assay procedures, or other
controls performed to fail to conform
to appropriate specifications. Distribu-
tion- of subsequent production of such
medicated premix shall not begin until it
has been determined that proper control
procedures have been established.
§ 226.42 Components.

(a) Drug components, including undi-
luted drugs and any intermediate mixes
containing drugs used in the manufac-
ture and processing of medicated pre-
mixes, shall be received, examined, or
tested, stored, handled, and otherwise
controlled in a manner to maintain the
integrity and identification of such ar-
ticles. Appropriate receipt and inventory
records shall be maintained'for 2 years,
and such records shall show the origin
of any drug c6mponents, the manufaC-
turer's control number Olf any), the
dates and batches in which they were
used, and the results of any testing of
them.

(b) Nondrug components shall be
stored and otherwise handled in a man-
ner to avoid contamination, including
cross-contamination from manufactur-
ing operations.
§ 226.58 Laboratory controls.

Laboratory controls shall include the
establishment of adequate specifications
and test procedures to assure that the
drug components and the medicated pre-
mixes conform to appropriate standards
of identity, strength, quality, and purity.
Laboratory controls shall include:

(a) The establishment of master rec-
ords containing appropriate specifica-
tions and a description of the test pro-
cedures used to check them for each kind
of drug component used in the manu-
facture of medicated premixes. This may
consist of the manufacturer's or sup-
plier's statement of specifications and
methods of analyses.

(b) Thq establishment of specifica-
tions for medicated premixes and a
description of necessary laboratory test
procedures to check such specifications.

(c) Assays which shall be made of
representative samples of finished medi-
cated premixes in accordance with the
following schedule:

(1) Each batch of a medicated premix
manufactured from an undiluted drug
shall be assayed for its drug compo-
nent(s),

(2) In the case of medicated premixes
which are manufactured by dilution of
medicated premix(es) assayed in accord-
ance with paragraph (c) (1) of this
section, each batch shall be assayed
for its drug component(s) with the first
five consecutive batches assaying within
the limitations, followed thereafter by
assay of representative samples of not
less than 5 percent of all batches pro-
duced. When any batch does not assay
within limitations, each batch should
again be assayed until five consecutive
batches are within limitations.

(d) A determination establishing that
the drug components remain uniformly
dispersed and stable in the medicated
premix under ordinary conditions of

shipment, storage, and use. This may
consist of a determination on a medicated
premix of substantially the same formula
and characteristics. Suitable expiration
dates shall appear on the labels of the
medicated premixes when needed to as-
sure that the articles meet the appropri-
ate standards of Identity, strength, qual-
ity, and purity at the time of use.

(e) Adequate provision to check the
reliability, accuracy, and precision of any
laboratory test procedure used. The of-
ficial methods in "Methods of Analysis
of the Association of Official Analytical
Chemists," I methods described In -n of-
ficial compendium, and any method sub-
mitted as a part of a food additive
petition or new-drug application that has
been accepted by the Food and Drug Ad-
ministrton shall be regarded as meeting
this provision.

(f) Provisions for the maintenance of,
the results of any assays, Including dates,
and endorsement og analysts. Such rec-
ords shall be retained In the possession
of the manufacturer and shall be main-
tained for a period of at least 2 years
after distribution by the manufacturer
of the medicated premix has been
completed.

Subpart D-Packaglng and Labeling

§ 226.80 Packaging and labeling.
(a) Packaging and labeling operatons

shall be adequately controlled:
(1) To assure that only those medi-

cated premixes that have met the speci-
fications established in the master-for-
mula records shall be distrlbuted.

(2) To prevent mixups during the
packaging and labeling operations.

(3) To assure that correct Iabeling is
employed for each medicated premix.

(4) To Identify medicated premixes
with lot or control numbers that permit
determination of the history of the man-
ufacture and control of the batch of
medicated premix.

(b) Packaging and labeling operations
shall provide:

(1) For storage of labeling In a man-
ner to avoid mixups.

(2) For careful checking of labeling
for identity and conformity to the label-
ing specified in the batch-production
records.

(3) For adequate control of the quan-
tities of labeling issued for use with the
medicated premix.
(c) Medicated premixes shall be dis-

tributed in suitable containers to insure
the safety, Identity, strength, and quality
of the finished product.

Subpart E-Records and Reports
§ 226.102 Master-formula and balti.

production records.
(a) For each medicated premix,

master-formula records shall be pro-
pared, endorsed, and dated by a compe-
tent and responsible individual and shall
be independently checked, reconciled, en-
dorsed, and datcd by a second competent

'Copies may be obtained from: Assocla-
tion of Oflcial Analytical Chomistg, P.O. Box
540; Ben Franklin Station, Washington, DO
20044.
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and responsible individual. The record
shall include:

(1) The name of the medicated pre-
mix and a specimen copy of its label.

, (2) The weight or measure of each In-
gredient, adequately identified, to be
used in manufacturing a stated weight
of the medicated premix.

(3) A complete formula for each batch
size, or of appropriate size in the case
of continuous systems to be produced
from the master-formula record, includ-
ing a complete list of ingredients desig-
nated'by names or codes sufficiently
specific to indicate any special quality
characteristics; an accurate statement of
the weight or measure of each ingredient,
except that reasonable variations may be
permitted in the amount of ingredients
necessary in the preparation of the medi-
cated premix, provided that the varia-
tions are stated in the master formula;
an appropriate statement concerning any
calculated excess of an ingredient; and
a statement of the theoretical yield.

(4) Manufacturing 'instructions for
each type of medicated premix produced
on a batch or continuous operation basis,
including mixing steps and mixing times
that have been determined to yield an
adequately -mixed medicated premix;
and in the case of medicated premixes
produced by continuous production run,
any additional manufacturing directions
including, when indicated, the settings of
equipment that have been determined to,
yield an adequately mixed medicated
premix of the specified formula.

(5) Control instructions, procedures,
specifications, special notations, and pre-
cautions to be followed.

(b) A separate batch-production and
control record shall be prepared for each
batch or run of medicated premix pro-
duced and shall be retained for at least
2 years after distribution by the manu-
facturer has been completed, The batch-,
production and control record shall
include:

(1) Product identification, date of pro-
duction, and endorsement by a compe-
tent and responsible individual.

(2) Records of each step in the manu-
facturing, packaging, labeling, and con-
trolling of the batch, including dates,
specific identification of drug compo-
nents used, weights or measures of all
components, laboratory-control results.
mixing times, and the endorsements of
the individual actively performing or the
individual actively supervising or check-
ing each step in the operation.

(3) A batch number that permits de-
termination of all laboratory-control
procedures and results on the batch and
all lot or control numbers appearing on
the labels of the medicated premix.
§ 226.110 Distribution records.

Complete records shall be maintained
for each shipment of medicatedpremixes
in a manner that will facilitate the re-
call, diversion, or destruction of the med-
icated premix, if necessary. Such records
shall be retained for gt least 2 years after
the date of the shipment by the manu-
facturer and shall include the name and
address of the consignee, the date and

quantity shipped, and the manufacturing
dates, control numbers, or marks Identi-
fying the medicated prenx shipped.
§ 226.115 Complaint files.

Records shall be maintained for a pe-
riod of 2 years of all written or verbal
complaints concerning the safety or ef-
-ficacy of each medicated premlx. Com-
plaints shall be evaluated by competent
and responsible personnel and, where
indicated, appropriate action shall be
taken. The record shall indicate the
evaluation and the action.

PART 229-CURRENT GOOD MANUFAC-
TURING PRACTICE FOR CERTAIN
OTHER DRUG PRODUCTS

Sec.
229.25 W'hole blood (hunan). red blood

cells (human), and allergenio
products. drugs Gubject to licens-
Ing by the Food and ]Drug Ad-
ministraton.

Anoanrr: Secs. 501. 701. 52 Stat. 1049-
1050 as amended, 1055-1056 as amengied (21
U.S.C. 351,371).

§ 229.25 Whole blood (human), red
blood cells (human), and allergenic
products; drugs subject to licsing
by the Food and Drug Administra-
tion.

(a) The methods used in, or the facil-
ities or controls used for, the manufac-
ture, processing, packing, or holding of
the drugs whole blood (human), red
blood cells (human), and allergenic
products do not conform to, or are not
operated or administered in conformity
with, current good manufacturing prac-
tice to assure that any such drug meets
the requirements of the act as to safety
and 'has the identity and strength and
meets the quality and purity character-
istics, which it purports or Is represented
to possess, unless the manufacture, pro-
cessing, packing, and holding of such
drugs conform to the licensing and other
requirements as to such- drugs and
the practices and standards of manu-
facture, processing, packing, and hold-
ing-applicable to such drugs set forth in
Part 640 of this chapter. Applications for
licensing shall be submitted to the Di-
rector, Bureau of Biologics, Food and
Drug Administration, Bldg. 29A, 9000
Rockvllle Pike, Bethesda, MD 20014.

PART 250-SPECIAL REQUIREMENTS FOR
SPECIFIC HUMAN DRUGS

Subpart A-Drugs Regarded as Misbranded
Sec.
250.10 Oral prenatal drugs containing

fluorides intended for human use.
250.11 Thyroid-containing drug prepara-

tions Intended for treatment of
obesity In humans.

250.12 Stramonlum preparations labeled
with directions for uso in self-
medication regarded as mls-
branded.

Subpart B-New Drug or Prescription Status of
Specific Drugs

250.100 Amyl nitrite inbalapt as a prescrlp-
tlon drug for human use.

250.101 Amphetamine and methampheta-
mine Inhalers regarded as pre-
scription drugs.

Sec.
250.102 Drug -preparations Intended for

human uca containing certain
"coronary vasodllators."

250.103 Thorium dioxide for drug use.
250.104 Status of salt substitutes under the

Federal Food, Drug, and Cosmetic
Act.

250.105 Gelsralum-containing preparations
regarded as prescription drugs.

250.106 Cobalt preparations intended for
use by man.

250.107 Dimetsylaulfoxide (DMSO) prep-
arations; clinical testing and in-
vestlgational use.

250103 Potassium permanganate prepara-
tons as 'prezerption drugs.

250.102 Vitamin A preparations for oral use
as drugs.

250.110 Vitamin D preparations for oral use
as drugs.I

Subpart C--Requirements for Drugs and Foods
250.201 Preparations for the treatment of

,pernicious anemia.
250.203 8tatus of fluoridated water and

foods prepared with fluoridatedwater.

Subpart D--Requlrements for Drugs and
Cosmetics

250.250 Hexachlorophene; as a component
of drug and cosmetic products.

Subpart E-Special Packaging Requirements
250.300 Nitroglycerin for human use; pack-

aging and warnings.

Aunsonnr: Se 701. 52 Stat. 1055-1056 (21
U.S.C. 371) unlezz otherwise noted.
Subpart A-Drugs Regarded as Misbranded
§ 250.10 Oral prenatal drugs containing

fluorides intended for human use.
(a) The Food and Drug Administra-

tion finds that there Is neither substan-
tial evidence of effectiveness nor a gen-
eral recognition by qualified expertsthat
prenatal drug preparations containing
fluorides promote tooth development in
the fetus, prevent dental caries In the
offspring, or prevent dental caries in
pregnant women.

(b) Any such drug preparation that is
so labeled, represented, or advertised will
be retarded as misbranded and subject
to regulatory proceedings unless such
recommendations are covered by a new-
drug application, Including substantial
evidence of effectiveness, approved pur-
suant to section 505 of the Federal Food
Drug, and Cosmetic Act. Any such drug
preparation that is labeled, represented,
or advertised as containing fluorides as
an active Ingredient of the drug for pre-
natal use will similarly be regarded as
misbranded and subject to regulatory
proceedings.

(c) A completed and signed "Notice of
Claimed Investigational Exception for
a New Drug." Form FD-1571 set forth in
§ 312.1 of this chapter, must be sub-
mitted to cover clinical investigations
designed to obtain evidence that such

.preparations are effective for such uses.
tao Regulatory proceedings may be

.nltlated with respect to drug prepara-
tions shipped within the jurisdiction of
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the act that are contrary to provisions of
this statement after 30 days from the
date of publication of this statement in
the FEDERAL REGLsrE

(Seca. 502 (a). (r). 505, 52 Stat. 1060. 1051.
1052, as amended; 21 U.S.C. 352 (a). (U}, 355)
§ 250.11 Thyroid-containing drug prep-

arations intended for treatment of
obesity in humans.

(a) Investigation by the Food and
Drug Administration has revealed that
a large number of drug preparations
containing thyroid or thyrogenic sub-
stances in combination with central
nervous system stimulants, with or with-
out one or more additional drug sub-
stances such as barbiturates or laxatives,
are being marketed for or as adjuncts to
the treatment, control, or management
of obesity in humans. The Commissioner
of Food and Drugs finds that the admin-
istration of such combinations for said
purposes is without medical rationale
except possibly in those relatively un-
common instances where the condition
is directly related to hypothyroidism and
there exists a concurrent need for appe-
tite control (in such instances the safety
and effectiveness of such combinations
are not generally recognized). In partic-
ular, the Commissioner of Food and
Drugs finds that neither the consensus
of informed medical opinion nor clinical
experience Justifies any representation
that such combinations are safe and
effective in connection with the treat-
ment, control, or management of obesity
in patients having normal thyroid func-
tion.

(b) Combinations of thyroid or other
thyrogenic drugs with central nervous
system stimulants with or without other
drug substances when offered for or as
adjuncts to the treatment, control, or
management of obesity not related to
hypothyroldism are regarded as mis-
branded. Such combinations when of-
fered for obesity in humans directly
attributable to established hypothy-
roidism are regarded as new drugs within
the meaning of section 201(p) of the
Federal Food, Drug, and Cosmetic Act.
(Ses. 201(p). 502, 52 Stat. 1041-42, 1050, as
amended; 21 U.S.C. 321(p), 352).

§ 250.12 Stramonium preparations la-
beled with directions for use in self-
medication regarded as misbranded.

(a) Stramonium products for inhala-
tion have been offered for use in the
therapy of the acute attacks of bronchial
asthma for many years although their
reliability and effectiveness are question-
able. Recently, a significantly increased
number of reports have come to the at-
tention of the Food and Drug Adminis-
tration showing that such products have
been subject to abuse and misuse on a
fairly large scale, mostly by young
people, through oral ingestion for the
purposb of producing hallucinations. Re-
ports of such use have been received
from physicians and police and other
law enforcement authorities. Reports
have also appeared in the public press
and in medical Journals.
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(b) Labeling these products with a
warning that they are not for oral inges-
tioh has not been effective in protecting
the public. Misuse of stramonium prep-
arations can cause serious toxic effects
including toxic delirium, visual disturb-
ances, fever, and coma. A number of seri-
ous reactions have already occurred from
the oral ingestion of such products.

(c) On the basis of this information,
the Commissioner of Food and Drugs has
concluded that such articles have a po-
tentiality for harmful effect through
misuse and are not safe for use except
under the supervision of a physician. In
the interest of public health protection,
therefore, the Food and Drug Adminis-
tration adopts the following policy: -

(1) Preparations containing stramo-
nium supplied from the leaves, seeds, or
any other part of the plant in the form of
a powder, pipe mixture, cigarette, or any
other form, with or without admixture
of othier ingredients, will be regarded as
misbranded if they are labeled with
directions for use in self-medication.

(2) The Food and Drug'Admlnlstra-
tion will, on request, furnish comment
on proposed labeling limiting any such
preparation to prescription sale.

(d) The labeling or dispcung of
stramonium preparations contrary to
this statement after 60 days following
the date of its publication In the FEDERAL
REGISTER may be made the subject of
regulatory proceedings.
(Secs. 502 (a), (f), 503(b); 62 Stat. 1050-51.
1052. as amended; 21 U.S.O. 352 (a). (f).
353(b))

Subpart B-New Drug or Prescription
Status of Specific Drugs

§ 250.100 Amyl nitrite inhalant as a pre-
scription drug for human use.,

(a) Amyl nitrite inhlialant has been
available over-the-counter for emer-
gency use by the patient in the manage-
ment of angina pectoris for a number
of years. As a result of a proposed policy
statement published August 25, 1967
(32 FR 12404), the Commissioner of
Food and Drugs received reports of the
abuse of this drug by those who do not
require it for medical purposes. Addi-
tionally, comment included a great deal
of concern expressed by individual physi-
cians, medical associations, pharma-
ceutical associations, manufacturers, and
State and local health authorities. Based
on the information available, it is the
opinion of the Commissioner of Food and
Drugs, concurred in by the Food and
Drud Administration Medical Advisory
Board, that amyl nitrite inhalant Is a
drug with a potentiality for harmful
effect and that It should be removed
from over-the-counter status and re-
stricted to sale on the prescription of
a practitioner licensed by law to ad-
minister such drug.

(b) Therefore, amyl nitrite inhalant
will be regarded as misbranded unless
the labeling on or within the package
from which the drug is to be dispensed
bears adequate- information for its safe
and effective use by physicians, in ac-

. cordance with § 201.100(c) of this chap-

ter, and Its label bears the legend "Cau-
tion: Federal law prohibits dispensing
without prescription."

(c) Regulatory proceedings may be
initiated with regard to the interstate
shipment of amyl nitrite Inhalant that Is
labeled, advertised, or dispensed con-
trary to this statement of policy If such
act occurs after July 1, 1969.
(Sec. 503(b), 52 Stat. 1052, as amended: 21
U.S.C. 353(b))
§ 250.101 Amphetamine and methant.

phetamino inhlters regardcd as pre.
scription drugs.

(a) Recurring reports of abuse and
misuse of methamphetamine (also
known as desoxyephedrine) Inhalers
show that they have a potentiality for
harmful effect and that they should not
be freely available to the public through
over-the-counter sale. From com-
plaints by law-enforcement officials,
health officials, individual physicians,
parents, and others as well as from Food
and Drug Administration investigations,
It is evident that the wicks from these
inhalers are being removed and the
methamphetamIne they contain Is being
used as a substitute for amphetamine
tablets. Amphetamine tablets and am-
phetamine Inhalers have been restricted
to prescription sale because of their po-
tentiality for harm to the user.

(b) It Is the considered opinion of the
Food and Drug Administration that, in
order to adequately protect the public
health, inhalers containing methamphet-
amine or methamphetamine salts (d-
desoxyephedrine, or dl-desoxyephedrne,
or their salts), as well as amphetamine
Inhalers should-be restricted to prescrip-
tion sale and should be labeled with the
legend "Caution: Federal law prohibits
dispensing without prescription."
(Secs. 503(b) (1) (B), r2 Stat. 1052 as amend-
ed; 21 U.S.C. 353(b) (1) (B))
§ 250.102 Drug preparations intended

for human use containing certain
"coronary vasolilators."

(a) (1) The Food and Drug Adminis-
tration finds that the following "coro-
nary vasodilators" are extensively re-
garded by physicians as safe and useful
as employed under medical supervision
for the management of angina pctofis
in some patients:
Amyl nitrite.
E-ybthrityl tetranitrate.
Mannltol hexanitrate.
Nitroglycerin.
Potassium nitrite.
Sodium nitrite.

(2) Additionally, new-drug applica-
tions have been approved for products
containing:
Inositol hexanitrate.
Isosorbide dinitrato.
Octyl nitrite.
Pentaerythritol tetranitrato.

-Tretbanolamine trinitrate biphosphato (trol-
nitrate phosphate).

(b) The Food and Drug Administra-
tion also finds that there is neither sub-
stantial evidence of effectiveness nor a
general recognition by qualified experts
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that such drugs are effective for any of
the other purposes for which some such
drugs are Dromoted to the medical pro-
fesslon in labeling and advertising. In
particular, neither clinical Investigations
nor clinical experience justify any repre-
sentations that such drugs are effective
In the management of hypertension: in
the management of coronary insuffi-
ciency or coronary artery disease, except-
for their anginal manifestations; or In
the management of the post coronary
state, except angina pectoris present
after coronary occlusion and myocardial
infarction.

(c) Any preparation containing such
drugs thatis labeled or advertised for any
use other than management of angina -
pectoris, or that Is represented to be
efficacious for any other purpose by
reason of its containing such drug,- will
be regarded by the Food and Drug Ad-
ministration as misbranded and subject
to regulatory proceedings, unless such
recommendations are covered by the ap-
proval of a new-drug application based
on a showing of safety and effectiveness.

(d) Any such drug in long-acting dos-
age form is regarded as a new drug that
requires an approved new-drug appli-
cation before marketing.

(e) Any of the drugs listed in para-
graph (a) (2) of this section is regarded
as a new drug that requires an approved
new-drug application. Articles for
which new-drug approvals are now in
effect should be covered by supplemental
new-drug applications as necessary .to
provide for labeling revisions consistent
with this policy statement.
fSecs. 502(f), 505; 62 Stat. 1051, 1052, 21
U.S.C. 352(fl, 355)
§ 250.103 Thorium dioxide for drug use.

(a) Thorium dioxide is a source of
naturally occurring radioactivity that
has been used over a period of years as
a radiopaque medium. When thorium
dioxide is injected, it Is permanently"
storedin the body. Because of Its radio-
activity, this storage causes scarring and
carcinogenesis in the area of storage.
There are reports in the medical litera-
ture of malignancy and deaths resulting
from the injection of thorium dioxide.
Therefore, the use In man of drugs con-
taining thorium dioxide is justified only

-when this drug has a-unique clinical use-
fulness and there is substantial evidence
of limited life expectancy by reason of
disease or advanced age. The adminis-
tration of the drug to food-producing
animals cannot be justified since it may
result in residues of the drug in food.

(b) Drugs containing thorium dioxide
are unsafe and are regarded as mis-
branded within the meaning of sectibn
502 (f) (1), (2), and (j) of the Federal
Food, Drug, and Cosmetic Act when la-
beled or advertised for administration
to man except when they have a unique
clinical usefulness and there is substan-
tial evidence of limited life expectancy
by reason of disease or advanced age.

(c) Drug preparations containing tho-
rium dioxide may be approved for

marketing on the basis of new-drug ap-
plications containing -labeling bearing,
in. addition to other requirements, infor-
mation to the following effect, which
differs substantially from the labeling
that has been employed In the past in
the marketing of such drugs:

(1) Warning. For use only when this
drug has a unique clinical usefulness and
there s. substantial evidence of limited
life expectancy by reason of disease or
advanced age. Not for administration
to food-producing animals.

(2) Precautions. Special precautions
should be taken to prevent soft tissue
extravasation of the injected material.
Precautions should be taken to prevent
Injection of thorium dioxide into the sub-
arachnold space.

(3) Ind cations for use. For demon-
stration of primary or secondary tumors
In the liver; for the delineation of the
wall of a cystic mali a=t brain tumor
when such delineation Is deemed advan-
tageous for purposes of progressive mon-
itoring in the course of therapy.

(4) Dosage. Minimum amount neces-
sary for adequate visualization should
be utilized.

(d) A new-drug application will be
regarded as approvable If It contains
appropriate labeling conforming to the
provisions of paragraph (c) of this sec-
tion and satisfactory information of the
kinds required by Items 2, 3, 4, 6, 7, and
9 of the new-drug application form con-
tained in § 314.1(c) of this chapter.
(Secs. 502(f), 62 Stat. 1050 an amened: 21

U.S.C. 352 (f); Ses. 402, 400, 62 Stat. 104, as'
amended, 1049, as amended; 21 U.S.C. 342.
346)
§250.104 Status of salt substitukc

under the Federal Food, Drug, and
Cosmetic Act

(a) As a result of reported poison-
tugs from salt substitutes containing
lithium chloride, under date of March 8.
1949, the Food and Drug Administration
announced that It would regard each
salt substitute as a new drug within the
meaning-of section 201 (p) of theFcderal
Food,. Drug, and Cosmetic Act and that
Interstate distribution of each salt sub-
stitute should be discontinued until a
new-drug application had been filed and
become effective. Substantial nforma-
tion concerning the safety of many of the
igredients used in salt substitutes has

been developed and published since the
announcement was made. It Is now pos-
sible to evaluate the safety of many in-
dividual salt substitutes and to determine
whether they are new drugs requiring ef-
fective applications prior to distribution
in interstate commerce.

(b) The Food and Drug Administra-
tion no longer regards all salt substitutes
as new drugs. Upon request, the Ad-
rtlnlstration will express Its opinion
whether a new-drug application Is neces.
sary for any particular product If com-
plete information concerning its compo-
sition and proposed labeling is submitted.

§-250.105 Gelsemiumncontaining prep-
arations regarded as prescription
drugs.

It Is the consensus of Informed medical
opinion that the margin of safety be-
tween the therapeutic and toxic concen-
tration of gelsemium is narrow and it is
difficult to predict the point at which
the dose will be toxic. Very small doses
may cause toxic symptoms. It is there-
fore the view of the Food and Drug Ad-
ministration that gelsemlum is not a
proper ingredient In any product that
Is to be sold without prescripton. Ac-
cordingly, any drug containing gelsemi-
ua will be regarded as misbranded under
eection 503(b)(4) of the Federal Food,
Drug, and Cosmetic Act If its label falls
to bear In a prominent and conspicuous
fashion the statement "Caution: Federal
law prohibits dispensing without pre-
scription."
§ 250.106 Cobalt preparations intended

for use by man.
(a) On January 17, 1967 (21 CFR

3.48; 32 FR 449), the -Commissioner of
Food and Drugs Issued a revised state-
ment of policy with respect to the status
of cobalt-containing drup preparations
intended for use by man, which revision
was to be modified as needed following
consideration of such drugs by a panel
of hematlogists. A panel consisting of
authorities in the field of hematology
met on March 8, 1967, with representa-
tives of the Medical Advisory Board for
the Food and Drug Administration to
consider the status of cobalt-containing
drugs and the following findings and
recommendations were made:

(1) Cobalt salts are not suitable for
over-the-counter sale to the public for
the treatment of Iron-deficiency anemia
They are as-ociated with toxic effects
and offer no advantneu over Iron'aIone

(2) Potential toxic effects of these
alts Includes liver danmae. claudatin.

myocardial d .ran thyroldbyperplasla.
hypothyrolLm, detmtit1S, naumn.- and
anorezia.

(3) Cobalt sal- are not; generally rec-
ozgned cs .mfe or effective therapy for
any diseae condition-

(b) On the badis of the avullable ev1-
dence and the findlngs and recommen-
dations of the representatives of the
Medical Advisory Board, the Commis-
sioner of Food and Drugs finds and de-
termines with respect to cobalt-contaiu-
Ing drug preparations intended for use
by man, except radioactive forms of
cobalt and Its salts and cobalamin and
Its derivatives, that:
(1) Such articles, because of their

potential for causing toxic effects, are
not suitable for over-the-counter use In
Iron-deficiency anemia; any such article
that is labeled, represented, or adver-
tised for over-the-counter use in the pre-
vention or treatment of Iron-deficiency
anemia will be regarded as subject to
regulatory proceedings.

(2) Such articles are not generally
recognized by qualified experts as safe
or effectivq therapeutic agents for Iron-
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deficiency anemia or for any condition
whether for over-the-counter sale or for
prescription dispensing; any such article
labeled, represented, or advertised for
any condition will be regarded as subject
to regulatory proceedings unless such
recommendations are covered by a new-
drug application approved pursuant to
section- 505 of the Federal Food, Drug,
and,Cosmetic Act and based on a show-
ing of safety and effectiveness.

(3) Cobalt salts added to drugs in
small amounts are not effective for any
purpose and should be removed.
(c) A completed and signed "Notice'of

Claimed Investigational Exemption for
a New Drug," Form FD-1571 set forth In
§ 312.1 of this chapter, must be submitted
to cover clinical investigations to obtain
evidence that such preparations are safe
and effective for aby purpose.
(d) (1) For such preparations for

which new-drug approvals are in effect,
supplemental new-drug applications may
be submitted if changes consistent with
this policy statement can be effected
thereby. If the composition and labeling
of an article are such that the cobalt is
not significant in relation to the labeling
claims, It will be permissible for the ap-
plicant to rerhove the cobalt salt from
the formulation, delete all references to.
It-in the labeling and resume marketing
the reformulated drug, provided that a
supplement is submitted within 30 days
from the date of publication of this policy
statement in the FEDERAL REGISTER fur-
nishing full information regarding such
changes, including the date on which
such changes are being effected.

(2) Applicants holding other approved
new-drug applications for such prepara-
tions should submit, within 30 days, a
written statement waiving opportunity
for a hearing preliminary to withdrawing
approval of the application unless the
applicant wishes to avail himself of the
opportunity for a hearing.
(e) Regulatory proceedings may be

initiated with respect to any drug within
the jurisdiction of the act that Is con-
trary to the Provisions of:

(1) Paragraph (b) of this section and
shipped after the date of publication of
this policy statement in the FzaxAT.
REGISTER.

(2) Paragraphs (c) and (d) of this
section and shipped after 30 days from
the date of publication of this policy
statement in the FEDERAL RGrsTtmL
(Sees. 502 (a), (f), (J). 505. 52 Stat. 1050-
1053. as amended; 21 U.S.C. 352 (a). (f), (),
355)
§ 250.107 Dimethylsulfoxide (DMSO)

preparations; clinical testing and in-
vestigational use.

(a) (1) Chronic-toxicity studies with
dimethylsulfoxide (DMSO) in animals,
including dogs, rabbits, and swine, re-
ported by a consulting laboratory in Eng-
land and by a number of laboratories in
the United States show that the admin-
istration of dimethylsulfoxide (DMSO)
causes changes in the refractive index of
the lens of the eyes of such animals. On
the basis of these reports, clinical testing
of dimethylsulfoxide (DMSO) prepara-
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tions was discontinued for a time and
later resumed under restricted conditions.

(2) An adequate, controlled human
toxicity study (Phase I) involving short-
term cutaneous application of 1 gram of
dimethylsulfoxide (DMSO). per kilogram
of body weight daily for 14 consecutive
days has recently been completed. Data
obtained, not previously available, show
that when dimethylsulfoxide (DMSO)
was applied topically to the skin of
healthy volunteers, it did not produce ad-
verse effects upon the eyes of the sub-
Jects. Mild, apparently reversible, changes
were seen suggesting that the drug may
have som& effect upon the liver and upon
the hemopoietic system in some subjects.

(b) A comprehensive evaluation of
all available data on dimethylsulfoxide
(DMSO) preparations justifies further
clinical investigation of the drug in
treating certain serious conditions. Al-
though reports concerning the use of
dimethylsulfoxide (DMSO) in relatively
benign conditions are equivocal regard-
ing Its efficacy, short-term clinical use
has been established as reasonably safe
by adequate Phase I studies. Under ap-
propriate protocols, further short-term
clinical investigations in the treatment
of such benign conditions can be Justi-
fled.

(c) No person may ship dimethylsul-
foxide (DMSO) within the Jurisdiction
of the Federal Food, Drug, and Cosmetic
Act for clinical testing in man until a
"Notice of Claimed Investigational Ex-
emption for a New Drug," pursuant to
§ 312.1 of this chapter, is on file with
the Food and Drug Admintitration and
all the following conditions are met:

(1) Proposed long-term clinical studies
(Phase I) are restricted to the use of
DMSO to cutaneous application in seri-
ous conditions, such as the incapacitat-
ing arthropathies, scleroderma, derma-
tomyositis, and intractible pain due to
malignancy, are to be conducted in
medical centers having adequate facili-
ties and well-trained, experienced medi-
cal personnel, and are to include the
following essential conditions in the
study protocol. All subjects will receive a
full examination including:

(i) An eye evaluation by an ophthal-
mologist to include actual refractive er-
ror measurements and slt-larIp findings
as well as other parameters of the ocular
examination prior to receiving the drug,
at intervals not exceeding 3 months dur-
ing'the study and 3 months after dis-
continuing the drug.

(ii) Liver function tests and a com-
plete blood count (CBC) prior to receiv-
Ing the drug, at intervals not exceeding
4 weeks during the study and 4 weeks
after discontinuing the drug.

(2) Proposed short-term studies
(Phase ID restrict the use of dimethyl-
qufoxde (DMSO) to cutaneous applica-
tion for not more than 14 days in closer
monitored investigations with appropri-
ate control groups, that may include
studies of use in such conditions as adute
musculoskeletal conditions (acute arthri-
tis. per arthritis. capsulitis. bursitis, ten-
donltis. synovitis. .and .post-traumatic
lesions) and soft tissue injuries. The pro-

posed studies shall provide for pretreat-
ment liver function studies and k com-
plete blood count (CBC), to be repeated
within 7 days after commencing treat-
ment and at the conclusion of the study.
Routine monitoring of effects upon the
eye is not required.

(3) All proposals must show that
patient consent requirements will be
carefully observed and shall Include a
commitment that patients will be fully
informed of: The effects of dimethylsul-
toxide (DMSO) in animals, the possi-
bility that these may occur in humans,
and the known possible effects of the
drug In humans.

d) Dimethylsulfoxide (DMSO) prep-
arations may be shipped within the Juris-
diction of the act.

(1) For tests in vitro and in laboratory
research animals, in-accord with § 312.9
(a) and § 511.1(a) of this chapter.

(2) For clinical investigations in ani-
mals in accord with § 511.1(b) of thl.
chapter.
(Sees. 505, 812, 52 Stat. 1052, 1053, as
amended; 82 Stat. 843-251; 21 U.. 055,
360b)

§ 250.108 Potassium permanganate
preparations as prescription drugs.

(a) There have been a number of re-
ports in the medical literature of serious
injuries to women resulting from the
misuse of potassium permanganate in an
effort to induce abortion. Reports from
physicians who have treated such case
show that the Injuries are commonly
caused by introducing tablets or crystals
of potassium parmanganate Into the
vagina. Experience with these cases
shows that such use of potassium per-
manganate is not effective In producing
abortion, but that instead the drug pro-
duces serious and painful Injury to the
walls of the vagina, causing ulcers, mas-
sive hemorrhage, and Infection. Such
dangerous and useless employment of
potassium permanganate is apparently
encouraged among the misinformed by
the mistaken Idea that the vaginal bleed-
.Ing caused by the corrosive action of the
drug indicates a termination of preg-
nancy, which It does not.

(b) Potassium permanganate Is a
strong oxidizing agent, a highly caustic,
tissue-destroying chemical, and a poi-
son. There are no circumstances under
which crystals and tablets of potassium
permanganate constitute safe dosage
forms for use in self-medication. It is
the consensus of Informed medical
opinion that the only dosage forms of
potassium permanganate known to bo
safe for use in self-medication are
aqueous solutions containing not more
than 0.04 percent potassium permanga-
nate. Such solutions are safe for use
in self-medication only by external ap.
,plicatlon to the skin.

(c) In view of the very real poten-
tiality for harmful effect, and the actual
injuries caused by the misuse of potas-
sium permanganate, the Food and Drug
Administration believes that in order
adequately to protect the public hbalth:

(1) Potassium permanganate and po-
tassium permanganate tablets Intended
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for humani use are drugs subject to sec-
tion 503(b) (1) of the Federal Food,
Drug, and Cosmetic Act and should be
restricted to prescription sale.- Such
drugs ill be regarded'as misbranded if
at any time prior to dispensing the label
falls to bear the legend, "Caution: Fed-
eral law pf0hibits dispensing without
prescription."

(2) Potassium permanganate labeled
for use as a prescription component in
human drugs under the exemption pro-
vided in § 20L120 of this chapter or
labeled for manufacturing use-under the
exemption -provided in § 201.122 of this
chapter will be regarded as misbranded

.unless the label bears the statement,
"Caution: Federal law prohibits dispens-
ing without prescription."

(3) These drugs will be regarded as
misbranded when intended for veteri-
nary use unless the label bears the leg-
end, "Caution, Federal law restricts
this drug to sale by or on the order of a
licensed veterinarian"; Provided, how-
ever, That this shall not apply to a drag
labeled and marketed for veterinary use
If such drug contains not more than 50
percent of pbtassium permanganate and
Includes other ingredients which make It
unsuitable for human use and unlikely
that the article would be used in an at-
tempt to induce abortion.

(4) Any preparation of potassium per-
manganate Intended for over-the-coun-
ter sale for human use Internally or by
application to any mucous membranes or
for use in the vagina will be regarded

'as misbranded under the provisions of
section 502(f) (1) and (2) and section
502(j) of the act.

(5) Any other preparation of potas-
sium permanganate intexided for over-
the-counter sale for human use will- be
regarded as misbranded under section
502(f) (1) and (2) and section 502(J) of
the act unless, among other things, all
of the following conditions are met:

(1) It is an aqueous solution contain-
ing not more than 0.04 percent potas-
sium permanganate.
(Cl) The label and labeling bear, in

Juxtaposition with" adequate directions
for use, clear warning statements des-
ignated as "Warning," and to the effect:
-Warning-For'external use on the skin
only. Severe" Injury may result from
use Internally or as a douche. Avoid
contact with- mucous membranes."

(d) The labeling or dispensing of any
potassium permanganate preparations
intended for drug use within the Juris-
diction of the Federal Food,-Drug, and
Cosmetic Act contrary to this statement
after 60 days from the date of Its pub-
lication id the FEDERAL REGISR may be
made the subject of regulatory proceed-
insg

(seca.502(f) (1). (2). (J).03(b)(1).705(b).
52 Stat. 1050, 1051. 1052. as amended. 1057;
.21 U.S.C. 852(f) (1). (2). (1). 253(b) (1).
375 (b))
§250.109 Vitamin A preparations for

oral use as drugs.

(a) Vitamin A is an essental nutrient
for humans. It Is widely recognized that
large amounts of vitamin A can cause
adverse effects, some of which are serious.
The U.S. Recommended Daily Allowance
(U.S. RDA) for vitamin A Is 1500 Inter-
national :Units, (IU) for Infants. 2500 IU
for children under 4 years of age, 5000
IU for adults and children 4 or more years
of age, and 000 IU for pregnant or lac-
tating women.

(b) In view of the toxicity of excessive
consumption of vitamin A. the Food and
Drug Administration finds that, In order
to protect the public health, oral prep-
arations containing vitamin A In excess
of 10,000 IU per dosage unit or recom-
mended daily intake are drugs sub-
ject to section 503(b) (1) of the Federal
Food, Drug, and Cosmetic Act and shall
be restricted to prescription sale. Such
products will be regarded as misbranded
if at any time prior to dispensing the

,following conditions are not met:(1) The label bears the legend, "Cau-
tion: Federal law prohibits dispensing
without a prescription"; and

(2) The labeling bears full disclosure
information as required by § 201.100(c)
(1) of this chapter, and especially appro-
priate warnings regarding vitamin A
toxicity.
(c) Preparations containing 10,000 or

less IU of vitamin A per dosage unit will
be regarded as misbranded if their recom-
mended daily intake exceeds 10,000 117.
(Ses. 502(a), (f), and (j). 503(b). '701(a). 52
Stat. 1050-1052, as amended, 1055: 21 U.S.C.
352(a), (f), and (j). 353(b), 371(a))

§ 250.110 Vitamin D preparations for
oral use as drugs.

(a) Vitamin D is an essential nutrient
for humans. It is widely recognized that
vitamin D, when ingested daily in large
amounts, is toxic. The U.S. Recommended
Daily Allowance (US. RDA) for vitamin
D is 400 International Units (IU).

(b) In view of the toxicity of the exces-
sive consumption of vitamin D. the Food
and Drug Administration finds that, in

-order to protect the public health, oral
preparations containing vitamin D In ex-
cess of 400 IU per dosage unit or recom-
mended daily intake are drugs subject to
section 503(b)'(1) of the Federal Food,
Drug, and Cosmetic Act and shall be re-
stricted to prescription sale. Such prod-
ucts will be regarded as misbranded if at
any time prior to dispensing the following
conditions are not met:
(1) The label bears the legend, "Cau-

tion: Federal law prohibits dispensing
without a prescription"; and

.(2) The labeling bears full disclosure
information as required by § 201.100(c)
(D of this chapter, and especially appro-
priate warnings regarding vitamin D
toxicity.
(c) Preparations containing 400 or less

IU of vitamin D per dosage unit will be
regarded as misbranded if their recom-
mended daily intake exceeds 400 1U.
(d) Foods which are represented for

use solely'under medical supervision to
meet nutritional requirements of persons
with poor vitamin D absorption may con-
tain vitamin D not in excess of 1000 IU
per dosage unit or recommended daily
intake.
(SecW. 502(a). (f), and (j), 503(b), 'O10(a), 52
Stat. 1050-1052, az amended, 1055; 21 U.S.C.
b52(a). (f). and (j), 353(b). 371(a))

Subpart C-Requlrements for Dugs and
Foods

§250.201 Preparations for the treat-
ment of pernicious anemia.

(a) The ninth announcement of the
Anti-anemia Preparations Advisory
Board of the United States Pharmao-
pela is concerned with the status of the
treatment of pernicious anemia. It
clearly presents the following facts:

(1) The Sixteenth Revision of the
Pharmacopela of. the United States.
which became official on October 1, 1960,
does not include preparations intended
for the treatment of pernicious anemia
by oral administration,

(2) The U.S.P. unit for anti-anemia
preparations no longer has any signifi-
cance.

(3) The U.S.P. Anti-anemia Prepara-
tLions Advisory Board was disbanded.

(b) On the basis of the scientific evi-
dence and conclusions summarized in the
statement of the U.S.P. Anti-anemtia
Preparations Advisory Board as well
as pertinent Information from other
sources, the Commissioner of Food and
Drugs finds It is the consensus of well
Informed medical opinion that:
(1) The parenteral administration of

cyanocobalamin or vitamin _3% is gen-
erally recognized as a fully effective
treatment of pernicious anemia. Paren-
teral cyanocobalamin preparations have
not been and are not authorized for use
except by or on the prescription of a
duly licensed medical practitioner.

(2) Some patients aficted with per-
niclous anemia do not respond to orally
ingested products. There is no known
way to predict which patients will fall
to respond or will cease to respond to
the treatment of pernicious anemia with
orally ingested preparations.

(3) The substitution of a possibly in-
adequate treatment, such as thengestion
of oral preparations of vitamin Ba with
intrinsic factor concentrate, In place of
parenteral vitamin B, products for a dis-
ease condition as serious as pernicious
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anemia cannot be regarded as safe in all
cases.

(4) The development of the classical
symptoms of pernicious anemia that
would cause a person to seek medical
attention may In some cases be delayed
by oral ingestion of Intrinsic factor.
Pernicious anemia is a disease that Is
associated, among other things, with a
higher than normal incidence of cancer.
of the stomach and that for the safety
of the patient, requires continuous expert
medical supervision.

(5) With Inadequate treatment there
may be markedly deleterious effects on
the nervous system. It is well estab-
lished that whereas the development of
anemia Is completely reversible with
adequate treatment, the involvement of
the nervous system may not be com-
pletely reversible and thus may result in
pdrmanent damage.

(6) Some hematologists prescribe oral
preparations of vitamin B12 in the treat-
ment of pernicious-anemira patients.

(7) Intrinsic factor and intrinsic fac-
tor concentrate serve no known useful
therapeutic or nutrltite purpose except
to the extent that they do increase the
gastrointestinal absorption of vitamin
B12 in patients with a deficiency or ab-
sence of intrinsic fadtor, which may
eventually lead to pernicious anemia.
This conclusion does not apply to diag-
nostic. procedures using- radioactive
cyanocobalamin.

(8) Medical expertise is required.for
the diagnosis as well as the management
of pernicious anemia.
(c) The Eleventh Edition of The

National Formulary and its first Interim
Revision Include monographs for oral
preparations of vitamin Bu with Intrinsic
factor concentrate, establish a unit of
vitamin B12 with intrinsic factor con-
centrate, and provide for a National
Formulary Anti-anemia Preparations
Advisory Board to assign the potency of
such preparations. This provides for the
availability of such oral preparations.
standardized within the meaning of the
broad limits characteristic-of the evalu-
ation of such preparations.
(d) Any drug that is offered for or

purports to contain intrinsic factor or
intrinsic factor concentrate will be
regarded as misbranded within the
meaning of section 503(b) of the Fed-
eral Food, Drug, and Cosmetic Act unless
it Is labeled with the legend "Caution-
Federal law prohibits dispensing without
prescription."

(e) Any drug for oral ingestion in-
tended, represented, or advertised for
the prevention or treatment of perni-
cipus anemia or which purports to con-
tain any substance or mixture of sub-
,stances described in paragraph (d) of
this section (other than diagnostic
drugs containing radioactive cyanocobal-
amin) will be regarded as misbranded
under sections 502 (f) (2) and (J) of the
act unless Its labeling bears a statement
to the effect that some patients afflicted
with pernicious anemia may not respond
to the orally ingested product and that
there is no known way to predict which
patients will respond or which patients
may cease to respofid to thte orally in-
gested products. The labeling shall also
bear a statement that periodic exam-
inations and laboratory studies of per-
niclous-anemia patients are essential
and recommended.

(f) Under section 409 of the Federal
Food, Drug, and Cosmetic Act, intrinsic
factor and intrinsic factor concentrate
are regarded as-food additives. No food
additive regulation nor existing exten-
sion of the effective date of section 409
of the act authorizes these additives In
foods, including foods for special dtetaryO
uses. Any food containing added in-
trinsic factor or intrinsic factor con-
centrate will be regarded as adulter-
ated within -the meaning of section
402(a) (2) (C) of the act.

(g) Regulatory action may be ini-
tiated witkf respect to any article shipped
within the jurisdiction of the act con-
trary to the provisions of this policy
statement after the 180th day following
publication of this statement In the
FEDmnL RsTEn.

(Sec. 402, 602. 503, 52 Stat. 1051. 1602 aa
amended: 65 Stat. 648, 72 Stat. 1784: 21
U.S.C. 342, 352, 353)

§ 250.203 Status of fluoridated water
and foods prepared with fluoridated
water.

(a) The program for fluoridation of
public water supplies recommended by
the Department of Health, Education,
and Welfare, through the Public Health
Service, contemplates the controlled ad-
dition of fluorine at a level optimum for
the prevention of dental caries.

(b) Public water supplies do not ordi-
-narily come under the provisions of the

Federal Food, Drug, and Cosmetic Act.
Nevertheless, a substantial number of
inquiries have been received concerning

the status of such water under the provi-
sions of the act and the status, in
Interstate commerce, of commercially
prepared foods In which fluoridated
water has been used.

(c) The Department of Health, Edu-
cation, and Welfare will regard water
supplies containing fluorine, within the
limitations recommended by the Public
Health Service, as not actionable under
the Federal Food, Drug, and Cosmetic
Act. Similarly, commercially prepared
foods within the Jurisdiction of the act,
in which a fluoridated water supply has
been used in the processing operation,
will not be regarded as actionable under
the Federal law because of the flourine
content of the water sq used, unless the
process Involves a significant concentra-
tion of fluorine from the water. In the
latter instance the facts with respect to
the particular case will be controlling.
Subpart -- Requrements for Drugs and

Cosmetics
§ 250.250 Hexachloroplicne, as a com-

ponent of drug and cosmetic prod.
ucts.

(a) Antibacterial component. , The
use of hexachlorophene as an antibac-
terial component In drug and cosmeto
products has expanded widely In recent
years. It is used in such products because
of its bacteriostatic action against gram-
positive organisms, especially against
strains of staphylococcus; however,
hexachlorophene offers no protection
against gram-negative infections. In ad-
dition the antibacterial activity depends
largely on repeated use. A notice pub-
lished In the FEDErAL REOXTrR of April 4,
1972 (37 FR 6775), Invited data on OTC
antimicrobial ingredients, including
hexachlorophene, for review by an OTC
Drug Advisory Review Panel to ba con-
vened under the procelures set forth in
the FDmu RECisTER of May 11, 1072
(37 FR 9464). This statement of policy
will remain In effect unless and untl1
replaced by a monograph rezulting from
the OTC Drug Advisory Review Panel.

(b) Adverse effecti. Though considered
safe for many yca=s, recent Information
has become available arsoclatinmg hoa-
chlorophene with toxic effects, including
deaths. Studies have shown that toric
amounts of hexachlorophene can be ab-
sorbed through the skin of humans, es-
pecialy the skin of premature babies or
damaged skin. Human toxicity reporta
include data on symptomatology, blood
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and tissue levels of-hexachlorophene, and
descriptions of neuropathologic lesions.
Recent infant deaths due to use of baby
powder accidentally contaminated with
6 percent hexachlorophene have- oc-
curred. The accumulated evidence of
toxicity is sufficient to require that con-
tinned marketing of hexachlorophene
containing products be carefully defined
in order-to protect consumers.

(c) Prescription drugs. (1) Because of
their potential for harmful effect, drugs
containing hexachlorophene, other'than
as a preservative as described below, are

,not considered to have been shown to be
safe and effective, are regarded as new
drugs-requiring approved new drug ap-
plications, and would be misbranded for
over-the-counter distribution. In the In-
terest of public health protection; hexa-
chlorophene containing drugs will be re-
garded as. misbranded and subject to
regulatory proceedings unless the label
bears the legend "Caution: Federal
law prohibits dispensing without a pre-
scription," and the labeling on or within
the package from which the drug is to
be dispensed bears adequate Information
for its safe and effective use by prac-
titioners, in accord with § 201.100(c) of
this chapter.

(2) The Food and Drug Administra-
tion recognizes that hexachIlorophene is
useful as a bacteriostatIc skin cleanser.
It further concludes that the margin of
safety is such that products containing
hexachlorophene may appropriately be
used within clearly delineated conditions
of use.

(3) In order for such drugs to bear
adequate information for safe and ef-
fective use the following statements are
representativeof the type of labeling for
products shown to be effective bacterio-
static skin cleansers. -Labeling for prod-
ucts other than bacteriostatic skin
cleansers will be determined through the"
new drug procedures based on the avail-
able data.-

(D In the labeling other than on the
immediate container label.

IDMATIONs

1. Bacterlostatlc skin cleanser for surgical
scrubbing or handwashing as part of patient
care.

2. For topical application to control' an
outbreak of gram-positive Infection where
other infection control procedures have been
unsuccessful Use only as long as necessary
for Infection control

CoNwR&UMncAxo~s

1. Not for use on burned or denuded skin
or on mucous membranes. -

2. Not for routine prophylactic total body
bathing.

- WARNecs
Rins thoroughly after use. Patients

should be closely monitored and use should
be immediately discontinued at the first
sign of any of the symptoms described below.

Hexaclorophene is rapidly absorbed and
may produce toxic blood levels when applied
to skin lesions such as ichthyosls congenita
or the dermatitis of Letterer-Siwe's syn-
drome or other generauzed dermatologic con-
ditions. Application to burns has -also pro-
duced neurtoxicity and death.

Infants have developed dermatitis, irri-
tabulity, generalized clonic muscular contrac-

RULES AND REGULATIONS

tions and decerebrate rigidity following
application of a 6 percent hexnbloropbena
powder. E-mnqtIon of branstems of those
Infants revealed vacuoulztion like that which
can be produced in newborn experimdntal
animals following repeated topical applica-
tion of 3 percent hexachlorophene. Moreover
a study of histologic zectlous of premature
infants who died of unrelated causs ba
shown a positive correlation between he=-
chlorophene baths and lesions In white mat-
ter of brains

(I) On the Immediate container label
prominently displayed and In bold print:

"Special Warning: This compound may be
toxic if used other than as directed. Rinse
thoroughly after use. Monitor patients clozely
for toxicity symptoms."

(4) Marketing of products for the in-
dications listed in paragraph (c) (3) of
this section may be continued If all the
following conditions are met after the
effectve date of this section (9-27-72):

(i) The product is labeled with the
prescription legend and adequate infor-
mation for safe and effective use as set
forth in paragraph (c) (3) of this sec-
tion.

(it) Within 30 days, or by (10-27-72)
the holder of an approved new drug ap-
plcation submits a supplement to pro-
vide for the revised label and full dis-
closure labeling. As the label and labeling
will have been put into use, the supple-
ment should be submitted under the pro-
vision of § 314.8(d) of this chapter.
(ii) Within 30 days, or by (10-27-72)

the holder of an approved new drug ap-
plication submits a supplement to pro-
vide for a revised formulation where
appropriate to comply-with this order.
.(iv) Within 90 days, or by (12-26-72)

the holder of an approved new drug ap-
plcation submits a supplement contain-
ing blood level data obtained from use
of the drug as recommended, unless such
information is a part of the new drug
application file.
(v) Within 90 days, or by (12-26-72),

the manufacturer or distributor of such
a drug for which a new drug approval is
not in effect submits a new drug appli-
cation in accord with § 314.1 of the new
drug regulations (21 CFR 314.1), includ-
ing blood level data obtained from use of
the drug as recommended.

(5) Prescription drug products may
contain hexachlorophene as part of an
effective preservative system only under -
the conditions and limitations provided
for under paragraph (d) of this section.
(d) Over-the-counter (OTC) drugs.-

Over-the-counter drug products, other
than those which in normal use may be
applied to mucous membranes or which
are intended to be used on mucous mem-
branes, may contain hexachlorophene
only as part of an effective preservative
system, at a level that is no higher than
necessary to achieve the intended pre-
servative function, and in no event
higher than 0.1 percent. Such use or
hexachlorophene shall be limited to situ-
ations where an alternative preservative
has not yet been shown to be as effective
or where adequate integrity and stability
data for the reformulated product are
not yet available. This use of hexachloro-
phene will not, by itself, require an ap-
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proved new drug application. Use of
hexachlorophene as a preservative at a
level higher than 0.1 percent is regarded
as a new drug use requiring an approved
new drug application, which must be
submitted within the time set out'in
paragraph (c) (4) of this-section.
(e) Cosmetics. Hexachlorophene may

be used as a preservative in cosmetic
products other than those which in
normal use may be applied to muclus
membranes or which are intended to be
used on mucous membranes, at a level
that is no higher than necessary to
achieve the intended preservative func-
tion, and in no event higher than 0:1
percent. Such use of hexachlorophene
shall'be limited to situations where an -
alternative preservative has not yet been
shown -o be as effective or where ade-
quate integrity and stability data for the
reformulated product are not yet avail-
able. The component of a preservative
system, whether hexachlorophene or,
other antimicrobial agent, should be
selected on the basis of the effect on the
total microbial ecology of the product,
not merely on gram-positive bacteria.

(1) Adequate safety data do not pres-
ently exist to Tustify wider use of hexa-
chiorophene in cosmetics.

(2) Antibacterial ingredients used as
substitutes for hexachlorophene in cos-
metic products, and. finished cosmetic
products containing such ingredients,
shall be adequately tested for safety
prior to marketing. Any such ingredient
or product whose safety is not adequately
substantiated prior to marketing may be
adulterated and will in any event be
deemed misbranded unless it contains a
conspicuous front panel statement that
the product has not been adequately
tested for safety and may be hazardous.

-(f) Content statement. All reference
to hexachlorophene limit In this order
Is on a welght-n-weight (wlw) basis.
Quantitative declaration of hexachloro-
phene content on the labeling of the
products, where required, shall .be on a
w/w basis.
(g) Shipments of products. Shipments

of products falling within the scope of
paragraph (c), (d), or (e) of this section
which are not in compliance with.the
guidelines stated herein shall be the
subject of regulatory'proceedings after
the effective date of the final order.

(h) Prior notices. This order preempts
any conditions for marketing products
set forth in the following prior notices.
1. DI No. 4749 (34 FR 15389, October 2,

1969). "Certain OTC Drugs for Topical Use."
2-. DESI No. 2855 (35 M 12423, August 4,

1970), "Certain Mouthwash and Gargle Prep-
arations"'

3. DESI No. 8940 (36 PR. 14510, August 6,
1971), "Topical Cream Containing Pyrila-
mine Maleate, Benzocaine, Hexachlorophene,
and Cetrimonium Bromide."
4. DESI No. 6615 (36 FR 18022, Septem-

ber 8. 1971). "Deodorant/AntiperspIrant."
5. DESI No. 6270 (36 PR -23330, Decem-

ber 8,1971). "Certain Preparations Contain-
ing Hexachlorophene".

(Sees. 201(n), 502"(a), (f), (J), 503(b), 505,
601(a). 602 (a), (c). 701(a). 52 Stat. 1041.
1050-55 as amended; 21 U.S.C. 321(n), 352
(a). (f), (J). 353(b). 355, 361(a), 382 (a),
(a). 371(a))
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Subpart E-Special Packaging
Requirements

§ 250.300 Nitroglycerin for human use;
packaging and warnings.

(a) Nitroglycerin preparations have
long been used under medical supervisi6n
for the management of angina pectoris.
The volatility of nitroglycerin has been
recognized for many years, and conse-
quently packaging requirements for
preparations containing this drug pro-
vide for 'storage in tight containers.
When glass containers were used al-
most exclusively this limited packaging
requirement was probably adequate, even
though no provisions were made to in-
form the user that his filled prescription
should be kept in a tight container. The
recent trend toward packaging contain-
ers made of materials other than glass
presents new problems because of the
different properties of such materials.
Recent information, including labora-
tory data, available to the Food and Drug
Administration indicates that improper
packaging of the drug either before or
after dispensing to the patient will likely
result in a substantial loss of nitroglyc-
erin. The Food and Drug Administra-
tion's studies indicate that commonly
used plastic containers and certain kinds
of strip packaging allow appreciable
evaporation of nitroglycerin from nitro-
glycerin tablets. '%

(b) The Commissioner views these
findings as raising serlou questions con-
cerning the packaging practices for
nitroglycerin preparations and their re-
lationship to.the potency characteristics
of the drug at the time of dispensing and
use by the patient. Stability studies with
containers other than glass are needed
before reasonable assurance can be made
that packaging and storage in these con-
tainers does not contribute to the loss
of nitroglycerin in any dosage form.

'(c) The following packaging and
labeling is required for preparations con-
taining nitroglycerin:

(1) Preparations containing nitro-
glycerin shall be packaged in tight (as
defined in the United States Pharmaco-
peia) glass containers with tightly fitting
metal screw caps or in containers of
materials approved by the Food and
Drug Administration. No more than 100
dosage units shall be packaged in any
such container.

(2) In addition to other required
labeling Information, the following shall
be displayed on the container in a
prominent and conspicious manner:

(I) A statement directed to the
pharmacist that the drug should be
stored at controlled room temperitture
(as defined in the United States Phar-
macopela) and dispensed only in the
original, unopened container.

(ii) A warning statement to the pa-
tient as follows: "Warning. To prevent
loss of potency, keep these tablets in the
original container. Close tightly immedi-
ately after each use."

(d) The holder of an approved new
drug application for a nitroglycerin
preparation should either submit a sup-
plement to his new-drug application
under the provisions of § 314.8(d) of this

chapteir to provide for use of glass con-
tainers and labeling as described in this
section or submit data or reference to
data adequate to show that such changes
are not necessary. The labeling and
packaging requirements of this section
must be met unless an approved supple-
ment to a new-drug application provides
for alternate packaging methods.

(e) For containers other than glass,
approval must be obtained from the Food
and Drug Administration on the basis of
data submitted by interested persons
establishing its suitability for packaging
of nitroglycerin. Upon review and ap-
proval of alternate packaging this sec-
tion will be amended to provide for such
packaging. The data should be submitted
to the Division of Cardiopulmonary
Renal Drug Products (BD-110), Bureau
of Drugs, Food and Drug Administration,
5600 Fishers Lane, Rockville, MID 20852.
Such data should be accompanied with
a request that an exemption be made as
provided for in this paragraph. Until ap-
proval for containers other than glass is
given by the Food and Drug Adminis-
tration, such alternate containers are
not considered suitable for the packag-
ing of nitroglycerin preparations.

(f) Any nitroglycerin drug prepara-
tion which is shipped or dispensed within
the, jurisdiction of the act and contrary
to the provisions of this section after its
effective date will be the subject of regu-
latory proceedings.
(Secs. 501, 502, 505, 52 Stat. 1049-53 as
amended, 1056 as amended by 70 Stat. 919
and 72 Stat. 948; 21 U.S.C. 351, 352, 355)

PART 290-CONTROLLED DRUGS
Subpart A-General Provisions

Sec.
290.5 Drugs; statement of required

warning.
290.6 Spanish-language veirslon of required

warning.
29D.10 Definition of emergency situation.

Subpart B [Reserved]
Subpart C-Requirements for Specific Controlled

Drugs
290.35 lethadone in the maintenance treat-

ment of narcotic addicts.
AuTHosrry: Sec. 701, 52 Stat. 1055-1056 as

amended; 21 U.S.C. 371, unless otherwise
noted.

Subpart A-General Provisions
§ 290.5 Drugs; statement of required

warning.
The label of any drug listed as a "con-

trolled substance" in schedule II, III,
or IV of the Federal Controlled Sub-
stances Act shall, when dispensed to or
for a patient, contain the following
warning: "Caution: Federal law pro-
hibits the transfer of this drug to any
person other than the patient for whom
it was prescribed." This statement is not
required to appear on the label of a
controlled substance dispensed for use
in clinical investigations which are
"blind."
§ 290.6 Spanish.language version of re-

quired warning.
By direction of section 305(c) of

the Federal Controlled Substances Act,

§ 290.5, promulgated under section
503(b) of the Federal Food, Drug, and
Cosmetic Act, requires the following
warning on the label of certain druga
when dispensed to or for a patient:
"Caution: Federal law prohibits the
transfer of this drug to any person other
than the patlent for whom It was pro-
scribed." The Spanish version of this Is:
"Precauclon: La ley Federal prohlbe el
transferir de esta droga a otra persona
que no sea el paclente para quen fuo
recetada."
(Seca. 502. 503: 53 Stat. 864, 05 Stat. 648;
21 U.S.C. 352, 353)

§ 290.10 Definition of emergency situa-
tion.

For the purposes of authorizing an
oral prescription of a controlled sub-
stance listed in schedule II of the Fed-
eral Controlled Substances Act, the term
"emergency situation" means those sit-
uations in which the prescribing prac-
titioner determines:

(a) That immediate administration of
the controlled substance is necessary, for
proper treatment of the intended ulti-
mate user; and

(b) That no appropriate alternativo
treatment is available, including admin-
istration of a drug which is not a con-
trolled substance under schedule II of
the Act; and
(c) That it is not reas6nably possible

for the prescribing practitioner to pro-
vide a written prescription to be pre-
sented to the person dispensing the
substance, prior to the dispensing.

Subpart B--[Reserved]
Subpart C-Requirements for Specific

Controlled Drugs
§ 290.35 Metladone in the maintenance

treatment of narcotic addicts.
(a) The Food and Drug Administra-

tion and the Drug Enforcement Ad-
ministration recognize that the In-
vestigational use of methadone requiring
the prolonged maintenance of narcotic
dependence as part'of a total treatment
effort has shown promise in the miinage-
ment and rehabilitation of selected nar-
cotic addicts. It is also recognized that a
number of dangers and possible abuses
may arise from such efforts If profes-
sional services and controls are inade-
quately applied. It is further felt that
additional research Is urgently needed
so that data may be accumulated which
will permit sound determinations of
safety, efficacy, and necessary procedural
safeguards.

(b) Therefore, the Commissioner of
Food and Drugs and the Director of the
Drug Enforcement Administration, De-
partment of Justice agree that interested
professionals, municipalities, and organi-
zatioLns should be allowed to conduct fur-
ther research in this area within a frame-
work of adequate controls designed to
protect the Individual patients and the
community. To facilitate this purpose,
the Food and Drug Administration and
the Drug Enforcement Administration,
Department of Justice have Jointly
agreed upon acceptable criteria and
guidelines which are set forth in pro-
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posed 21 CER 1319.505. In addition such
other provisions of the Federal narcotic
laws and regulations as are applicable
must also be observed.
(Sec.-505. 52 Stat. 1052-53, as amended; 21
U.S.C. 355)

PART 299-DIUGS; OFFICIAL NAMES
AND ESTABLISHED NAMES
Subpart A--General Provisions

Sec.
299.3
299.4
299.5

Definitions and interpretations.
Established names for drugs.
Drugs; compendial name.

'Subpart B-Designated Names

299.20 Drugs; official names.

AuTonir: Sees. 508, 701(a), 52 Stat. 1055,
76 Stat. 1789; 21 US.C. 358. 371(a), unless
otherwise noted.

Subpart A--General Provisions
§ 299.3 Definitions and interpretations.

(a) As used in this Part 299, "act"
means the Federal Food, Drug, and Cos-
metic Act, sections 201-902, 52 Stat. 1040
(21 U.S.C. 321-3R2), with all amend-
ments thereto.

(b) The definitions and intei'preta-
tions contained in section 201 of the act
shall be applicable to such terms when
used in this Part 299.
(c) The term "official name" means,

with respect to a drug or ingredient
thereof- the name designlated in this Part
299 junder section 508 of the act as the
official xiame.
§ 299.4 Established names for drugs.

(a) SectIon 508 of the Federal Food,
Drug, and Cosmetic Act (added by the
Kefauver-Harris Drug Amendments of,
1962; Public Law 87-781) authorizes the
Commissioner of Food and Drugs to
designate an official name for any drug
if he determines that such action is nec-
essary or desirable in the interest of
usefulness and simplicity. Section 502(e)
of the act (as amended by said Drug
Amendments) prescribes that the label-
ing of a drug must bear its established
name, if there is one, to the exclusion of
any -other nonproprietary name (except
the applicable systematic chemical name
or the chemical formula) and, if the
drug is fabricated from two or more in-
gredients, the established name of each
active ingredient.

(b) The term "established name" is
defined in section 502(e) (2) of the act
as (1) an official name designated pur-
suant to section 508 of the act; (2) If no
such official name has been designated
for the drug- and the drug is an article
recognized in an official compendium,
then the official title theretof in such
compendium; and (3) if neither para-
graph (b) (1) nor (2) of this section
applies, then the common or usual name
of the drug.
(c) The Food and Drug Administra-

tion recognizes the skill and experience
of the US. Adopted Names Council
(USAN) in deriving names for drugs.
The U.S. Adopted Names Council Is a
private drganization sponsored by the
American Medical Association, the
United States Pharmacopeia, and the

RULES AND REGULATIONS
N

American Pharmaceutical Association,
and has been engaged In the asslgnment
of names to drugs since January 1964.
The Council negotiates with manufac-
turing firms In the selection of nonpro-
prietary names for drugs.

(d) The Food and Drug Administra-
tIon cooperates with add is represented
on the USAN Council. In addition, the
Food and Drug Administration Is In
agreement with the "Guiding Principles
for Coining U.S. Adopted Names for
Drugs," published in New Drugs Evalu-
ated by A.M.A. Council on Drugs, 1967
edition, pages 556-561, and In U.S.
Adopted Names (USAN), Cumulative
List, number 5,1961-1966, -pages 100-105.2
All applicants for new-drug applications
and sponsors for "Notice of Claimed In-
vestigational Exemption for a New
Drug" (IND's) are encouraged to con-
tact the USAN Council for assistance In
selection of a simple and useful name
for a new chemical entity. Approval of
a new-drug application providing for the
use of a new drug substance or a new
antibiotic drug may be delayed if a simple
and useful nonproprIetary name does
not exist for the substance and if one
is not proposed In the application that
meets the above-cited guidelines. Prior
use of a name In the medical literature

2 Copies may be obtained from: U.S. Phar-
macopetal Convention. Inc, 12601 Twinbrook
Parkway, Itockville, MD 20852.
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or otherwise will not commit the Food
and Drug Administration to adopting
such terminology as official.
(Sees. 502(e). 503.52 Stat. 1050, as amended.
16 Stat. 789, 790, 21 U.S.C. 352(e), 358)

§ 299.5 Drugs; compendial name.
(a) The name by which a drug is des-

ignated shall be clearly distinguishing
and differentiating from any name rec-
ognized in an official compendium dness
such drug complies in identity with the
Identity prescribed in an official com-
pendium under such recognized name.

(b) The term "drug defined in an
official compendium" means a drug hav-
ing the Identity prescribed for a drug in
an official compendium.

c) A statement that a drug defined
in an official compendium differs in
strength, quality, or purity from the
standard of strength, quality, or purity
set forth for such drug in an official
compendium shall show all the respects
in which such drug so differs, and the
extent of each such difference.
(Sec. 501, 52 Stat. 1050, as amended; 21
U.S.O. 351)

Subpart B-Designated Names

§ 299.20 Drugs;oficilnam-es.
The following are designated official

under section 508 of the act and are
"established" names within the meaning
of section 502(e) of the act:

Offi i name Chemial nme er.dezzptlon MoLbdu ofrzmus

Acecdne..........

Acdals-n-.........
Acronine .............

Adenosine..........

Akiorlde....... .

Alcaranum..........
Alwroluxa_ . .......
Al d-ne ..........

AIlnr ot..........

AlprenoloL.........
Ambuphylline .....
Ambuside ............

Amiloride ............
Amqulnnet-. ........ -
Axnaporayin.. .....
Ampl in .........

Apqulnte..........
Asotropn ........
Apzone ..........

Aprotila..........

Aranotl .........

Arglnine.-------.
Artoraft.........

Atolide ............
Azaperono........--

Azariblne.........

Benazohine ............

Bendarna ...........

3.Quiuc d~nol ctata (c-ter); 3-ncc titylndidim....
4'4"' -Slonylbl steetaniide] .................
,'-ActY'i-L mtelao ..... ..... .....
9-Am,- da, " ,wth4 .h i .ey." . ".--.... .. '
3,L..Dlbydro . hboey.'3.. 2. rtm yi.7 .... ..... cr.dl-

G6Amn o~ndeuneyiBprn. . ... .....

;. /10'O"d fr D. .J "= O... ... . ........................
An antiblotl substace dervcd fro Trrcdern= '. Pen.

MnDllyinartazlednn; dhlyf hlled...n.....
l.1-D1[enhgynt cnl(-.e - ....... ----....5,5 Itlylbarblturicaddd. . .. . ...........................

l-PyrWoI,4.djpyr1:nldLn-1o; 4-bydrypyrzoo (34)-pyrm
dine.

14o-Al .3. p) rppymlno)-2.pronol.....
Theoph Une. compoundylib 2-.ro-2-mvrl-l-p o oL...... I

Sya- do;(-h T2-bntyldnen)aml-no-.benz(I..l-

b u te ney l d e nne ) ieiln e.
N-AmtdanoU Ln o#c-lo pyraznzccaboxamIl...........G-Ainlnoomd d e.................. . . ... .

-D-Mlnoep:. nya .. ldo) -3.3-dl..........7.o.o-.- l

A substnc Pod ce y qni= niincocanzus.

Arg-P.o-Asp (tentatve).Phs.-HC tLeu.Giu (tntatlveo.ro-Pro-
'I'yr-Thr. Gly.PmICy,.Ly.A.r.1hu.len.Arg.Tyr.phe.
Tlsr- A Py- Qiay-Ljs-.Aia.AOLyzz-Ar.G -N.T. -pbe.Vya.er
3lIu -,sp%1-II Cys l-- .'-hr-H Cys-G If. Gy-AL.

6,I13a-T .1hn.de - ydr 4H3.d wy.sU, II.Ta. ,e Pldthb0-
7Hi 5-b p 91,tpoZ3.4 4,5 . ipyrazine.75..

Arterial gaft compoced of a sction of bovino carltd artery thbua
-as been subje--ti to enymat ia ditcon w-th fide =n tanned
with dialdcbyda starch.

4'lao '4(-p edy),Pcranylbutrophen=aa1i3.flnaro-c
enzoy) .prOpIl (Z-pyrddyl)p4pczalle.

2.8.D-RIbefarnan i .a I -wy -"I ( n2E4/ ),3"5-trtaceate;

Seina d1-azcetato (etr).................
Nletbyli-tro:nldzol.,-y) tho purn...................

2W WutyAbnl0n)mehyIjP hydox fyl nlbhoL .................
(-,M . inzobtben-3.yl)ctbl.2.ldazollne;2-ntby.3-
-('r al l3ntbyl)ben o , M n.

Ci.iiNO,S
CiEN0S
Cn.H:3N' , Cu. ,OCsHnNOa

Cn~t'NsCounNOl

or CnUnNiO
CTHIClNs0z

Cn..Oe

CUUUNOs
CTHNOZ.CHIINO

UCnHuCINioss

CnutiNaot

ctsruNtOl5
SCuH,,Nzs

[CL'= 'O2
CaHaNO:

SC,H', Oz

CazHnFNO
CI4 H,,N:0,

C=H2aN2OS
CisaNW.20
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Official name

Be alan ............
Benzetimide d.. ..
Benzoctamino ------...
Benzoxiquine ----------Baetahistine .........
BlalamicoL .... -------
Bisobrin r----..........

Blisoxatin ............
Boldenouo .............
Bolenol..
Blexidin e .
Bromazepm ..........
Bromelains .. s.....

Bromhoxine ..........
Bucllzin n ..............
Bucrylat t ...........
B u n l o ---- .....-----

Butalbital b. ta.........
B u t a p e r a z in e . . . . . . . .

Buthlazdde ............

Calcltonln ... n.........

Calcium cbasph-in..
Candicidin .... -------

Canrenon e ..........

C a p r eo m y ci n i . . . . . . . .
C a p t a m iin ----- . . . . .
Carbaddx ............
C a rb am az epin e ......
Carbeniclllin ----------

Carboclral -- .........
Carbemer ...........
Carphenazine ---------

Casanthranol ..........

Cellaburate .........
Cellulase --------------

Cephalexin ----------

Cephaloglyctn. ........

Cephaleridine .......

Cephalothin. ..........

Cotalkonium .....---.--
Cetophenleol ..........

Chlophedlanol .......
Chlordantoin ----...
Chlorhexidine ......
Chlorindanol .......
Chlormadinone ------

Chorpienter.-...
Chlorprothixone .....
Chlorthalldone ......
Cingestol --------------
Cinnamedrine .......

Clunarizine ............
Cinoxate .............
Cinperene ...........

Chemical name or description

3,-DIbromo-N-(p-bromobenzyl) sallcylamide ......................
2-(1-Benzyl-4-plperidyl)-2-phenylglutarimide ..............--- ....
N-Methyl-9 10-ethanoanthracene-9(IOH)-methylamino ............
8-Quinolinol benzeate (ester); 8-benzoyl-oxyquinoline ..........
2-12- (Methylamlno)thyl]pyridlne ..............-.............5.51-Diallyl-a,o'-bis(diethylamino)-in.7n-hitolyl-4,4'-dHIe -------------
1,11-Tetramethylencbis[1,2,3,4-t etmhydro-6,7-dimethoxyis(o-

qulnline].
2,2-Bis(p-hydroxyphenyl)-2?-1,4-benzoxaztn-3(41)-one ............
17P-Hydroxyandrosta-1,4-dieu-3-ono .......................... .....
19-Nor-17a-pregn-5-en-17-ol; 17-a-cthyl-5-estren-17-ol ................
1-2-[[4'-(Trlfluoromethyl)-4-blphenylyloxy]ethyl]pyrrolldino -----7-Bromo-1,3-dihydro-5-(2-pyridlyl) -2ff-1,4-benzodiazepii-2-ono -------
A concentrate of proteolytic enzymes derived from the pineapple

plant.
3,5-Dlbremo--N'c-cyloheyl-Na-methyltoluen e-a,2-dIamine ..........
1-(p-rt-Butylbenzyl)4-(p-chloro-a-phonylbenzyl)-piperazne ......
Isohutyl 2-cyaneacrylate -------------------------------------------
(-)-5-3-(tert-Butylamino)-2-hydroxypropoxy]-3,4-dihydro-1(2H)o

naphthalenone.
r-Allyl-5-isobutylbarbituric acid ...................................
1-[10-3-(4-ethyl-l-pperazinyl)propyl]pbenotliazino2-yl]-l-
butanene.

6-Chloro-3,4-dihydro-3-Laobutyl-2H-1,2,4-benzothadazine-7
sulfonamide 1,1-dioxide.

Hormone from the thyroid gland, a polypeptide of molecular weight
less than 10,000.

Calcium salicylato diacetate compound with urea .................
An antibiotic substance derived from Streptomyces orluus Waksman

and Henricl.
17-Hydroxy-3-oxo-17a-pregna-4,6-dlene-21-carboxylic acid gamma-

lactone; 17c-(2-carbezyethyl)-170-hydrozy and rosta-4,6-dien-3-one
lactone. • I

An antibiotic substance derived from Streptaoyces capreolus.
2-(Dimethylamino)ethanethio; N-(2-mercaptoetbyl) dimethylamlne.
l\ethyl-3-(2-quinoxalnylmethylne)carbazato.NN-dixio-de......
5H-Dibenz[b,J]-azepine-5-carboxamido --------------------------- ----- Carbory-3,3-dimethyl-7-oxo-4-thia-l-azableyclo 3.2.0]-hept-6-

y )-2-phenylmalonamic acid; 6-(2-catboxy-2-pboenylacetamido)-
3,3-dimethyl-7-oxo-4-tbla-l-azabicycle[3.2.0]beptane-2-crhboxylic
acid.

Ethyl (2,2,2-trichloro-l-hydroxyethyl)carbamate ..................
A polymer of acrylic acid crosusinked with allyl sucrose .........
1-[1-(3-4-(2-Hydroxyethyl)-l-piperazinyl]propyl)phenothiazin-2-

yl]-1-propanone.
A purified mixture of the anthranol glycosides derived from Cas-cara sorada.

A n cocetrate of cellulose-sing enzym - iesjW deivedfro WAserit.
hta niger and other sources.

D-7-(2-Amino-2-phenyacetamido)-3-mthyl--oxo-5-thia-l-azablcyclo
4.2.0]et-2-one-2-carboxylc acid.

7-v-2-Amino-2-phenylactamldo)-3-(hydrxymethyl)--oxo-5-
thia-l-azabicyce[4.2.0olct-2-ene-2-crboxylic acid, acetate.

1-12-Carboxy-8-oxo-7-2-2-thinyl)acetamido]-5-thia-l-aabicyco-
[4.2.0]oect-2-en-3-yl]metbyl]pyridlnlum hydroxide, inner salt.

f(Hydrozymethl)-8-oxo-7-[2-(2-thienyl)acetamidol-5-thia-1-
azablcyco[4.2.0Joct-2-ene-2-carboxyllc acid, acetate.

Benzylhexadecyldimethylammonium ion ..........................
D-threo-N-[p-Acetyl-P-hydroxy-a-(hydroxymethyl)phenthyl].2,2

dichloroacetamide.
2-Chloro-u-[2-(dimetbylamino)ethyl]benzhydroL ..................
5-(1-Ethylpentyl)-3-[(trichloromethyl)thlolhydrantoin ............
1,1'-Hexamethylenebis[5-(-chlorophenyl)blguau.de] ---.........
7-Chloro-4-indanoL ....-----------------------------------------
6-Chloro-17-hydroxypregna-4,6-diene-3,20-dione; 6-chloro-d-dehydro-17a-hyrozypregesterone.

2-Chlro-',INV-clhnetbylthlexanth ene Al-rpropylamin ..........
2-Chloro-5-(l-hydroxy-3-oxo-l-isoindolinyl) benzenesulonamide-.....
19-Nor-17a-pregn-5-en-20-yn-17-ol; 17a-etbynyl-5-stren-7-o ..........
a-[1-(Cinnamy=ethylamino)-ethl]benzyl alcohol; 2-(N-cinnamyl-methy amino) ol-pnenylpropanel.
1-Cinnamyl-t-dlphenylmethylpperazlne ...........................
2-Etboxyethyl p-methoxycinnamate ...............................
2-(,-Cinnarmyl-4-plperidyl)-2-phenylglutarimide; l-cinnamyl-4-(2,6-

dtxo-3-phenyl-3-piperidyl)plperidine.

I Molecular formula

CufHil3rNO3

CislInN
CzoHnNO2
CsHt:N2
CuHzoN20i

CnHSNiO4C:)HjsNO4

Ci9Hz F:NO

CI4HIoBrNsO

CitHnBr2N2
CtUsH3CIN 2C&HInNO:C112NOs
CuHisN2Oa

C24HUNOS

CnHiaCIN:O4S2

CinathCaOs.CH4NaO

CnH23OS

.-.....-..............

CuHONiOI
CislliN20sS

CJH8CINOs
.- .... . ........

Ci#HniNzOiS3

CisHipW0aS2
Cn=HuN=OS

CI2HIJ&CI2NOI

CisTHCINO
CuHuCIINiOiS
CnUH:Cl2NioCnHnCO~tCOHOCIO
C21H2CIO3

C oHnCIN
CisHuCINS
CuHOICINS04S

Ci91HNO

CuHuN2O2CnHn Oa
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Offlcal name Chemical name oredcpUon I looaafm1 fo i

Cnt azone -----.......
Croleycln-..--.......

C is lo m lp h e n a . . .. . .
Cit de ---.-----
Clemastine . -...

Clindarycln. ....-...

Clioxanido ..........

Clodazon. .............
Clofazimln ...........

Clofibrate ............
C lo lu c arb an n . . . .....
Clogestone_..n ........
Clomacran ..........
Clomegestone --.......
CIomiphene .........Clonau pam-._ ....
Clondine..; ....-...
ClonixerL ..........
Clonlin X ......-...
Clopidol ............
Chlorazeplo acld-....-

Corexolone .. .-......

C l o r t e r mnne : .- . . . ..
Closram Ine - ..-.....

Clomacilozn ....--.....

Clozappne -----........
ColestipoL ............
Cosyntrop p ..........

Cromolyn ...........

Crufom tte ........

Cyclacilin. .. .....

Cyloguanfl ........
Cyclophenazne .-

Cyclopenthlazide ......

Cyclothazde ........

Cyprouinate ..-.....

Cyproximdde ..........
Cytarabin. --- ......
Dactiomycln. ......
Danazol.. ............

Decoqui ate o ..... ..
Defemialne .......

Desipramne . n......
Dexivaelne ...........

Dexp3nthenaoL .. ..
Dextran 4 ..........

Dlamocaine ........
DIapamIde ............

- Dlstrizol acd..--....
Dilue am .........

2-Pentyl--pbenyl-IH-pyzolol,2o] cUao4,3(2n)-ldno .......
An antiblotc substance derived from Eiuyeanyou bfus var.

. ,rokrps var. o.a..
MrIbezoj d1 c4ycleapteac Irboxam d e..o................... ..

(-)2-P-C ro-methyl-a-phnylbcnl)oxylethylj-l4.m tbyl-
pyrrolldtne.

Mdethyl 7( ).hboro-0,7-trfldcoxyft"a*-(I.methyl-propyl-L--
pyrrolidlnecarboxamldo) -l-th eo-L-fo- cytan"toced ;7(,m) ch 11ro-7.deoxylinmmycin.

4'C arsro-3,5-dilo cyan"d oatate; Zamto4'bqro-3,5-
dilodobeaznl=lde.

&1Chlor--13-(dmethylamno)propyll3.b eny -*bo ndazololna.3-p-hloro=Uilno)-l~iprobphenyl): -d;ydro- (L~opropyll-
mino)pbenne.

Ethyl r-(p-oropheoxy)-metylprpontte . ... ..............4,4¥-DI cro.3 -(Wflumetby)carb~nI do .. . .. ................

2-Chlaro- 3-(dimethylamlao)-propyJl awdn ........ n.............
6-C-loro-l7hydroxy-hnmcty preana4,rEedlmal-3 ..........
24iND2-Cbioro-1,24dpeyralphnzltll
5-(o-Chloropbeny)1..dm ydr.7aitro.2H.-bli4ndL pla.2.Ono-....

I ~
2-{3-C horo-o-tl diao] nlotllo ad. ........... ............. . ...
3o,-D lchloro-9-6-dimetbyl4-pyrdlL .... . ..-
7-Chloro-2,3-dhydro-.db ydroxy-5-phenyl--l,4zodLo-

plaecarboxyllc acid.
6-Chloro-2cyclobezyl3-aozo-.5otndolne oulf anamde; 5.-blo-1-cycloh exy.l-l-=4-syllwiadolUne,
o-Chloro-a,-dmethylphentbylamle ........................
8-Chloro.1142-(dimethylnmno) cthyl].6,11-dydro-tnal.b[e],-

cyclobe pt1,-] pyr dlne.
6-13-o-C hlo rophenyl) -methylozz cc boam do-3.3dl-

methyl-7-oo-tha-l.-azbicyclol0 be n --car o U acid.
8-Chloro-ll-(4-methyl-l-piperainyI)4lL.dlbea ,[14 ] dLazeplaa..
Tetraethylenepentnmle polymer with l-chi.ro. poxprOpso._
"-ser-Tyr-Ser-Met-Olu-EL-Phe-ArT-Gly-LTs-Pro- - ly-
LYs-Lys-Ar-Arr-l'ro-Val-Lys-V- -l O.

5,5'-[(2-Hydrozytrlmethylene)dlo lbL[.-ozo .- i. pY=*n-
2-carbozylate]; 143-bis(2 .caboz cbroman.,-$a).-ydrzy-

'.2ut-2-ihloropenymeth lpethylpbwpormdato .....
6-( -Amlnocyclobeynne=r oo o) -'%3-dh e thy l-7. o.o44hI3-l-

acbIcyclol3 .. O]heptano-2-cazboxylle acdd.
4.6-Damlno-l-(p-cblorophenyl)-l.2.dlbydro- dnetbyI-jtuael..
1043-(4-Cyclopropyl-l-plperztlnyl) propyl-2-{tlflurombethyl)

phenothlazIe: 1043-(4-cyclopropylppem.o)-propyll-2-
trlfluoromethylphenothlnzte.

6-Chloro-4-(cyclopentylmethy) -34.dIbydro-2Uil A4-beazotblas
diazlne-7-sulfoaamlde l1dioxide.

6.Chloro-3,4-dlhydro-3-,-rboe n-2. yl)-2-I,%4-benotbbdLino-
7-sufon.alde 1,l.dioxide.

Ethyl 6,7-bs(cyclapropylmethozi)-bydmy--3-qulnoSnea-

.R orpeyj- _ ..p ca .........................Actlnoycln. ............................ ... ... .. ....

17a-.Prega-2.4-dle.0-yno!2,0 BLoz1-17.l0 I-ethynyl23,b4.
5,10,1%lo,.lb, 11,12, lvdecahydro-lft,12-dlmetbyl .H.yc -
pen7].phanth3,24yra1.1.-ol

Ethyl 6-(decyloxy)-7-.etoxy4ydroy-3-qut nau bzlate--...
AN[l3e-A.l.pentyl)hld ycarbtmoyilpplanamldo1tyl-HE4&-, Lhydro xyacetamld o) p-tyll -b 3-my~f pmp~o nony o, z

a~cid.
10.U.Dthydro-(3-(mcth ylmlno)propy .3i-dlbenz bjlzcp n......
(-)-..ethyl-,6-h.ip olozylldlde; (+)-l-N.metbyplpcoIjz acid

2.-.dlmetb yLanlllld.
D(+)-2,4-Dhydra-.g-3 ydro yr opy-3,dlmt othylbutY dO.
A polysacchadde vhavng a s t avcr molecuolmr t o

40.000; produced by the action of Leucom=Ix =caurrcdf an
sacrose.

1-(2Anlllnothy).4420dletb ylemino)thoyj-(-pb-y]ploper ..
4-Chloro-N-methyl--(methulamoyl) bem ldo...........
3,5.Di1detaald o-, 4,6-trlodobeazole add ............................

*7.C haoro-1,3dlh ydro-l-methy1-.ph fnyl.2&-l,4-bflOdpfno.
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C:eHnCiO0

C2I~nCIN0

CzniHClN'OS

C.u tCILNO
CHsEMCIN10

CuHnCI41O
CntH.,CIO
CnHnClINCnH:2CI0s

CucIN2OCnH=CI0NO

Ctm~aCINaOS

C:HICINO
CtllnClNiO

C31111CIN1B
CunCIN.

CziUuCINI

Cn~Utoz

Citz,,Cl!NOt

Cu'UhC1Ns

CaaUhnNSS

CuH uCaOSs
C:4U11ClN1Otsz

CnHzaNgO

CuHamNs

C.tlN.ae0

CsiafaNsO

CIUSICIN20Os:
cuuhCINsOCi.HuI"O
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Official name Chemical name or description I Molecular formula

Dibromsalan -- . . 4 .D romosla- ................................. .... ..
Dtcloxscillln ----------

Dflusanne ............

Difluortolone..--......

Dflumldone. .--.......
Difluprednatt...-.....

Dimothinden e - ......
Dimethisterono - ------
Dioxybenzona ...
Dlphenidol o .. ........
Dipyridamole --------

Dipyron o --- e-........
Domlphee------......
Dopamine ----------
Doxaprrm - .........
Doxopln. .............
Doxycycline .... -

Droperldol .... -------

Dydrogesterone .......
Epim sttrol ..........
Estrazinol ----.........
Ethacrynic acid ......
EthambutoL ..........
Ethml --ivan.........
Ethlonamide ..........
Ethonan. -------------

Ethosuximido -.-----
Ethoxazene -----------
Ethynodiol ..........
Ethylestrendl .---------
Etidroaio Acid-.
Etoxadrol ..........
Euprocin. .............
Famotin ............
Fantridone ------------
Fenalamide...........

Fenclonine ..........
Fonestrel ............

Fentanyl ............
Fontlolor ....... ....
Farris fructose ......
Fetoxylato ...........

FillI -............

Flavoxate ...........

Floxuridine ............
Flucrylato ...........
Flucytosino -----------
FIudorex ..........FlufensaL ......
Flumethasone ....
Flunidazolo -----------
Fluocinolone --------

Flhocinonldo ---------

Fluprednsolone .....

Flurazepa-r .........

Flurothyl -------------
Fluroxene ...........
Flutlazin ------------
Fonazino ............

Fospirate..........
FuroGeamido.Fuesi-............

Gontamicin ....

(,3-2Il-chiorophenyl).5miethyl-4-isoxazolcarboyamido]-3,3-
ethyl-7-oxo-4-thal-azabicyclo[3.2.oheptane-2-carboxyloacid.

1-(2-Anilinotbyl)-4-[4,4-bis(p-fluorophnyl)butyl]piprazne; 1:[4,4-
di(4-fluorophanyl) butyl]-4-(2-anllinoethyl)piprazino.

6a,9-Difluoro-1lP,21-hydroxy-Ca-mthylpregna-l,4-diene-3,- -Alone. "
3-Benzoyl-1,l-difluoromethanesulfonanllide ........................
6cr 9-Difluoro-llT17,21-trihydroxypregna-1,4-dlenc-3,20-dione 21-ace-

Late 17-butyrate.
2-[-[242-(Dimethylamino) cthyl]inden-3-yl]ethyl]pyrdino ..........1701-ydrory-methyl-17-(1-Propynyl) androst-4-an- ne -----------
2,2'-Dihydroxy.--methoxyb enzophonone ---..........................-
a,¢rDlpenyl-l-piperidinebutnol -----------------------------------
2,2',2",2"'-[(4,0 -- lipiperldinopyrimido5,4-d]pyrimidine-2,6-

diy) dinitilo]tetraetbanol.
Sodium (antipyrinyhuethylamino)methanesulfonate hydrate ......
Dodeycldimethyl(2-phenozyethyl)ammoniunm .....................
4-(2-Aminoethy )pyrocatthol............................
1-Ethyl-4-(2-morpholinoethyl)-3,3-dphenyl-2-pyrroldinono .----
.LVA-Dimethyldbenz[b,e]oxepinl(sa,.7-propylamine ...---------
4- Dimethylamino)-1,4,4a,5 a,1 ,2a-octahydro-3,5,10,12,12a-penta-hy3droxy-6-methyi-I ,11l-dloxo-2-n pa eoecr..aid.r
l-[-3-(p-Fuorobenzoyl)propyl-.12,3,6-tetrahyro-pyridyl-2-benzimidazolinone.
0 Ow-Pregna-4,6-dioe -3,20-dtono -----------------------------------

o fthoxTestra-l,3,5,(lO)-trienO-6a,lTa-dI -------------------------.
DL-tran-3-Methory--az-l9-nor-17a-prcgna-1,3,5-trln-2D-yn-17-ol....
[2 3-Dichloro-4-(2-methylenebutyryl)pbonoxylacetic acid ...........C-)-2,2"-(Ethylenedflmino) -ll -butanol) ----------------------------
-b is- lthylvan alla am d o --------------------------------------

2-Ethylthiolsonicotinamide -----------------------------------
Ethyl--l, 2,3 4-tetrahydro-l-naphthyl) imidazole-5-carboxylate;

1-(1,Z3,4-terahydro-l-naphtby]) -5-ethozycabony) Imidazolo.
2-Ethyl-2-methylsuccinimide -------------------------------
4-[(p-Ethoxypheny)azol-m-phenylenediamine ................
19-Nor-17c-pregn.4-en-20-yn-3P, 17-dioL ............................
19-Nor-17a-pregn-4-en-17#-ol... _ ......-...........................
(1-Hydroxyethylidene)dphosphonc acid ---------------------------(-- (2-Et byl-2-phenyl-1,3-dioxolan-4-yl piperidine ..............
0-6-Isopentylhydrocupreine --------------------------------
14(p-Chlorophenoxy)methyl-3,4-dlhydrolsoquinollne .............
-(3-(Dimethylamino) propyl]1-(5H)-phenanthridne ..............

Ethyl-..V2-(diethylamino)ethy-2-ethyl-2-phenylmaonamate;
phenylethylmnlonic acid monethylester diethyl minothylamilde.

DL-3-(p-Chlorophenyl)alanine --------------------------------------
5-Ethyl-6-methyl-4-phenyl-3-cyclohexene-l-csrboxylic acid; 2-methyl-

3-ethyl-4-phenyl-4-cyclohexenecarboxylic acid.
-- 1-Phcnethyl-4-plperidyl proplonantlide .......................2, 2-Thlobls[4;chloropc o] ? .................................---- ...
Fructose iron complex, compoumd with potassium (2:1) .........
2-Phenozyetbyl 1-(3-cyano-3,3-diphenylpropyl)-4-phenylisonipec-

otate.
3,6,7,9, 1,13 15 25,27 -Nonabydroxy-2-(l-hydroxyhexyl)-l6-methyl-

1d,18 20,22,24-octacosapentaenoO acid 1.27-lactono.
2-Pipeidinoetbyl 3-mathyl-4-ozo-2-phenyl-4H-l-benzopyran-8-

carboxylate.
2'-Deoxy-5-fluorouridine .............................................
2 22-Trlfuoro-l-methylethyl 2-cyanoacrylate .......................
-Fluorocytosine ....................................................

P-MethoZy--mnethyl-m-(trifluoromethyl) phenethylamine ...........
4'-Fluoro-4-hydroxy-3-biphenylcarboxyic acid acetate .............
Ocr,9-Difluoro-l1P,17,21-trihydrory-16c-methylpregna-l,4-dieno-3,20-

ione.
2-f -Fluorophnyl)-5-nitromldazole-l-ethano. .......... ........
6a,9-Dlfluoro-15.6a,7 21-tetrahydroxypregna-,4-dien-3,20-

dione; Ocrga-difluoro-l6c-bydroxyprednlsolone.
6c,9-Difluoro-lIP, 16c, 17,21-tetrahydroxyprgna-,4-dlene-3,20-

dione, cyclic 16,17-acetal with acetone, 21-acetate. -
6c-Fluoro-l5V, 17a,21-trihydroxypregna-1,4-diene-3,20-dione Ca-

fluoroprednIsolone.
7-Chloro-1-[2-(diethylamino)etbyl]-5-(o-fluorophenyl)-l,3-dihydro

o

2H-1,4-benzodiazepin-2-one.
Bis(2,2,2-trffluorothyl)ether .......................................
2,2.2-Trifluoroethyl vinyl ether -------------------------------------
8-(Trifluoromethyl)phenotbiazine--carboxylic acid . .............
10-2-(Dimethylamino)propyl]-N,N-dlmethylphenotiazin-2-tSulon-

amlde.
Dimethyl 3,5,6-trichloro-2-pyridyl phphate .......................
4-Chloro-N-furfury-5-sulamoylathraniic acid ---------------------
3,6-Dibromo-N-(tetrahydrofnrluryl)saloylamide; 3,5-dibromosalioyl-

X-tetrahydrofurfurylamide.
An antibiotic substance derived from Micromonosora purPura,

nonspecific.

Culruora
Cn Hn7Cls~hO

CntnFlOf

CI4I1FNO:SCssHuFOi

CaHnOi
CnHnNO

o ZHuiaNaO4S.ifO

CnH4nNO

Cio~aNO
CnHnO

CzHnNO2CIOHUoN2O
CnHuNsO

CtOH.N2OCaH23N02
CiiH:#N%02
CaHuINOCjsHnO
CisHnNO,

CIE1CINO
C,in O

C,H, sOINOz

CnHnN2O
CIM&5C12O±S
9 'aN O eY.C/

Cu sNOi

CgHIIFN30&
CiHiFsNO3
C4H4FNSO
CnHuF:O

Cn~HFsOr
CnSHIF04

Ca~haIPNaO

CiHnFsO

CzThFsNOjS
Ci#112NMOS:

CuHnCINOS
CuHnBnrNOs
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Official name Chemical name or description IMoeJulr p nula

Gloxazone ........
Glucosmne........
Glyburldeei .........

* Glycopyrrolate -....

Gnae.llna ..-......
Guanadrel-
Ha1loperidol .......----

Halquinolis -----------

Hetaclln n .... . -

Hexafluorenlum ..
Hou I zl ........ 2 ....

Hydroxcobalamln.. --

Hydroxyure es . ........
Tuprofen .. e......
ctasol so.............

Idoxuridin n e-.........
Indomethain .......
ludriline.........
Inositol niaG;iate..
Iocetal acd....
Iodamide-..........
Iomethn I 125 .......

IomethinI 13L....

lopydol -----------.
Iopydone .............
Iothalanme add. .....

Ironorte..

Isoetharnae. .....
Isomylamnn

- 
.....

"Iaafunglla .........

Ketoami..........

Ketlpramla n ..........

Kitasamyc lh------

L vam.eiae...
Levodop p .... .........
Llcomyclt... -

Mei ----------------..

3-Ethamy2oxoburldobydehis(thltarfbao); a-cihloxy.
ethyiglYoxal dioslcarasone.2-Amino-2-deoxy-*--glu pyraaosp. ................ ... .....

I - -(. hloro- wdo)ethyl] hen l fon y yeo -nyldr=; Ar. . -(8*1CthW are o~ o) -ctiyl) bcnzo-
sulfonyl-N-cyclobexylure.

3-Eydoxy1.-dlmetbYlPyrrolldialum braoido a-cyclopentyl.
-3,6-D lhydro4-mehyl,1 (2H') -pyridyl) ethylluanidine...._-,.
14-iotxapirol[4. dwo-ylmcthyl) unndino .... .......
4 chlorphyl)4hydspldno]4'fluoouyro-
phenone.

5,7-Dlehloro--qulnolno, 5-chloro-S-qulnoln oand 7 chloro-&-
quinoUnollrnportions resulting naturaly from chlozlnatian ot

642. Imoth--oxo4-phenyl.l--mdzolldlny!).3,3-dlmelhyl.7.o-ro-
44hia-l-nzylcyclo!3±0]bcptane-2-ccrboxllareld.

Hexmothylenebf[9uMao nyldlmethyiam tmlu Ion ......
2-Hydroxy-2-bIt4nylpopyl 4-(,7-dicthby4-qulnzo=nyl)--

plperazlnecmrboxylute.
Cobfnm do hydroxide phosphate, 31.estcr -with 5,04dlmclhyl-l-a-
D-ribofumnosylendmildao l ner l

Hydroxyurea ..............r. st. ........ .
p-Isobutylhydmtroplo acd; 2(p-l obutylphnyl)propIonI*dc...
The sodium salt of a sulonted delvutve of bItum iss o ...V'-D eay-,54odou idin o ................... .. ........
1-p-Chlorobenoyl) -, .ethoxy.M2-mthyllnd! o3-cctl add ........NJ. -Dlethy l.l-p eaylde..cthylm n..............
inypo-lao:sital hexanco~te . .................................. ...
-Acetyl--43-n o-2,4,-tlp -mthyl-L .. ....a,5-1 | l ,tamido-2,4,G4diod o-tn- le add ......................

4-13-(DImethylamino)propyl] naol-7.4odo-ml.qu lnau n. .........

4-3-(Dlmethylomlno)propyl mlno)7-4odo- J3uloll ............

1-2.3Dlhyd rpopyl-3,5.dllodo (L).pyyddo ...............
3,5-DIIod- .yldone .......................................5-Acetaceldo-,2v od o-iA'-m thyllsopht haaml e c~d ......

Asell ofolda ton of a compe of trlvalcat Iron, =rbltol,
and dtic asld, st bil id with dextrin and rarbitl.

3.4-Dlhydro1x -(Isopropy ftropylbentyl alcohol l. ....
2-(Dlethynino)ethyl 1.sopentyly lobeaecaboxylate-........
-An ntiblotlsub tance derived from Srupjn-gc toar=Anufs

strain. kala.
(- -)-2-(o-Chlorophenyl)-24-methyl.mlno)cycloxon e.. .......
3-Ethoy-Ildlhydroxy-2-butanono ................................
543-(Dlmethylxn-lno)propyll]5l-dlhydro-4.dnlaz[&,j.o pln-

10-one.
An ntlbiotic substance obtained from culture of &.rtc=y

kliascztoensis.
4) -a-Methyl phenot hyLamne .. ................... ..... . .... ...

)-3-(3,4-D lbymxyphenyl) aynnhn l ........ ...................
An ntibioto substance derived from S rep fowv W.lzw

methyl &1._deoxy.-.(.mthyLrons-ipropyl-.I2-pyrorlldia -
carboznmldo)-thlo-D-erthiD.gAlaioocopynnosde.

A mizture of. Sodium liothyronino (sodium .--3, trodothyro-
nine) and sodium levothyroine (rodium L-3,"5,V-tetrnlodo

-thyronIno).

Lithium carbonate.... Lithium c rrbo bota ................................................
Lomofungnn --.----- -. An antiblotiosubstace derived from &rtezVycer o. ndtWr

var. tomondmuis.
Lorazepam ........ 7-Chloro-5o-cblorophnyl).3-lb dro-3-hydromx.2 L.4-b.odi.

ue pln-2-one.
Lucanthone....- ...... -[[2-(Dlethytano)etyll lnoel4-m ethylthl ioxat-cngo ........
Lydimycln ........... An antibiotic substance derived from re l o ' Icfteu..........Lypressn ------- .......... va.opre in --------- ---------- ----------
Mafenld d e............ A nl no o ......... . .........
lagaldrato ...... Tetrakis(ydro n lum) decahydroxydlaumlatodihydmte..
Mebutmt- 2..e.o..utyi..met yl-I ropanedlol dIcab-te; or .-methyl-2-scbt1l3-prop~nool dlca,-bamote.
Mecrylate_ ...... - - --- Mehl2-yn rylato .......................... ..... ....... ....
Moedae psm ......... - - -hl hy's- dro-l-et hyl- ,-ph en y l.I-. 4-et- tplano
Medrysone ......... 6=;methyl pre -Pcuo-3, -ddono ...... ................Mefenmoc d.___ X... 2,-y nIath9ll adcd ...................... ................

Mefenorea .......de... ropI)-a-meth hcthylnlno .......... . .... . . ...Mefoxamido ......... ---- o)2Weta Wil t*llr-{pmetho.z'-ph ory) a.ctaal do .......
Melltrace-........... NA0.10-Tetamethyl-A (10 ,-r-nthneepropynalao; 9-

dimethylanilpropyidlno)-0,0-dlmtbyl-, 0-dLhydro=-

Melphalan. ........... v-3PI s(2-clorocthyl)amlnopheUnyll n ..............

cathaNgOS2

COTSUNOs
CnunCluOaS

CisThelrNO

C'nlinClFN0
CiUsCl.W end

C,IaChNO-

CuUn0 S

CuHnN',Oa

Cu.lleCsOs P

C.sllChNOCuliuncOn
Cu~uCINOs

CuuhslN3 (tnwhlCh
the iWdinn atom Is
ml).

Czj UInW (I n w hlc
the Iodine atom IszS3).

C Ie-zNOz
CeHsI0NO
cang 1of

CnIhN0z

CIU LICINO
ClanOt
Ca1MNIO

CsHuNO.

CtsUTjNNaO, sad
CuOeNNaO.

CXHO

LbaCO3

AisHiillgOzr2h

CasIuCD4

CuHuNSO
Cn~heN

CunzcI5 s'.z0
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omficial name Chemical name or description IMolecular formula

Memotine .........
Menoctone .........
Mephenytoin ........
Mepredrdsono.........
Mequidox .........
Mesoridazino ..........
Mestranol ...........
Mesuprino ...........

Metabromasalan...
eietalol ..............

Metaxalono. ---------
Metformin ...........
MethacycIlno ..........

Methalliburo ........
Mothaqualone .------
Methlxene .........
Methoxyflurane ......
Methyldopa ...........
Metlapino ...........
Metizolino ..-- - --.-
Metolazono ----------

Motoserpate.
MetronIdaole......
Mianserin. ............
Midaflur .............

'Mlipertine ..........

Minocyclino ..........

Mitbramycin ..........
Mltocromin. .........
Mitomalcin. ..........
MItotano..........
Molindono.........
Monensin. ............

Morantel ............

Nadide ..............

1'afci --n.............

Nafronyl ...........

Nalbuphine ----------
Nalidixic acid .......

Nalmexono ..........

Noloxon e . ...-.
Nandrolono ...........
Naranol ..............

Nebramycln ........
Nequinato ..........Nifuraidezono-.....

3,4-Dihy&o-l-[(P-methoxyphenoxy)methyllisoquinoline --------...
6-(8-Cyclohoxyloctyl)-3-hydroxy-l,4-naphthoqunone ..............
S-ethy-3-methyl-5-phenyhydantoin ----- ..----------------------
17,21-Dthydroxy-10f-mothylprefn-i n - .
3-ietbyl-2-quinoxalnemethanoi 1,4-dioxide ........................
10-2(1-Mthyl-2-piperidyl)thyll-2-(methylsulfiny1)prnothiazin.-..
3-Methoxy-19-nor-17apregna-1,3,5(10)-txien-20-yn-17-o ---------------2'-Hydroxy-5;-[l-hy.&oxy-2-[(P-methoxyphenothyl) anino]propyl]

methanesulfonanilldo.
3;-Dlbromosalicyla d..ido.------------- ----------------------
4 -[l-Hydroxy-2-(methylamino)propyl]methanesullonanil de .......
543 5-Xylyoxy)methyil-2-oxazolidinone .............................
1,1-bimethybI-g-ndo............................................
4-(Dimothylamaino) -1,4,4a,5,6a,6,ll,12a-octahydrc-3,5,10,12,12a-ponta-

hydroxy-5-methnylne-1,l-dox-2-naphthacenecarboxamide;
oeoxy-6-demothyl-6-methyleno -oxytetracyclino.

I-Methyl-6-(l-methylalyl)-25-djtliobiura ..................
2-Methyl-3-o-tolyl-4(3H)-qulnazolnono ------------------------ :.----
l-Methyl-3-(thioxanthen-9-yimothyl)pipeddline .....................
2,2-Di cllro-,-dffluoroethyl methyl ether .........................1-3-(3,4-DI hydroxyphenyl)-2-mothylalanine -------------------------
2-Mthyl-U-(4-methyl-l-piperaxinyl)dibcnzoi.flI,4]tliazepno ......
2-[(2-Methylbenzo[b]thlen-3-yI)methyll-2-1midazoUne -----------------
7-Chloro-,2,3,4-ttrabydro-2-methyl-4-oxo-3-o-tolyl.quinzoline-

sulfonamide.
M.thyl ll,l7a,18a-trmethoxy-3V, -yohmba a-ic-carboylato ....
2-e thyl-5-nltroinidazole-l-etbano ----------------------------------
1,2,3,4,10,14b-Hexahydro-2-metbydibcnzolc,f]pyrazino[1,2.a] azopino.
4-Amino-2,2,5,5-tetrais(trflaoromethyl)-3-inidazoline ..............5,6-Dimethozy-3-[2-[4-(o-mctboxyphenyl) -1-plperazinyl] etbyl]-2-

methylindole.
4,7-Bs(dlmethylamino)-l,4,4a,5 Sa,6,11,12a-cctahydro-3,10,12,12a

tetrahydro-1,11doxo-2-naphthacencarboxamid.
From Sireptompces argillaceus nsp. and zireptomyces tanas isw-....
An antibiotic substance produced by Strepomyrccs rirfidochromogenes.
An antibiotic substance produced by Streptemyces mnalayils ........
1,1-Dichloro-2-(o-chlorophenyl)-2-(p-chlorophenyl)etbano ..........
3-Ethyl-6 7-dibydro-2-methyl-5-(morpholinomethyl)Indol-4(5H)-on.2- -E thyltetrahydlro-5-[tetrahydro-3-methyl-5-[tc trahydro.G.

nydroxy-6-Phydrozymethyl) -3,5-dimothylpyrn-2-,yl]-2-furyl]-2-
furyi]-9-hydroxy-P-methoxy-a,, 2,8-tetramethyl-1,6-dioxmspiro4,5j dccanc-7-butyric acid.

(A) -1,4,5,-Tetrabydro-l-methyl-2-[2-(3-metbyl-2-thlenyl)vinyl]
pyrimidine.

3-CarbamoyI-l- -D-ribofuranosylpyridinium hydroxide, 5'-ester with
adenosine-5'-pyrophospbato, inner salt; codehydrogenaso I.

6-(2-Ethoxy-l-naphthamdo)-3,3-dimetyl-7-oxo-4.tha-l-zxbl-
cyclo[3.2.0]-hoptanc-2-earboxyliciicid; 6-(2-ethoxy-l-naph-
thamido) ponleillanic acid.

2-(DIethylamlno)ethyl tetrahydro-a.(l-naphthylmetbyl)-2-fumnpro-
Plonate.

17-(Cyclobutlmethyl)-4,569poxymorphnan-3,6a,14-trioI -----------1-E thyl-l,4-dihydro-7-metbyl-4-oxo-l,8-naphthyrdlne-3-carboxylic
acid.

7,7a,8,9-Ttrahydro-3,7a-dhydroxy-12-(3-methyl-2-butnyl)-6H-S,ec-
imlno-ethanophenanthro[4,-bed faran-5(4H).-one; .N-3,3'-
dimethylallynoroxymorpbone. -

(-)-17-AIyi-4,5 aoxy-3,14-dibydroxymorphina .-6-one .......... 0-11ydroxyester-en-3-on ---- -... ...... --------- - .................
8,9,10,11,l1a.12-Heiahydro-8,10-dmethyl-7aH-nphbol[,,.,:5,1

pymnoI3,2-c]pyridin-7a-oL.
An antibiotic substance derived from 'treqmyc=? tcnetrariw ...
3-Acetoxy-6-butyl-7-benzyory4oxoquinoinoi. . -.. ---

Nifurimido .- ----- )-4-Metbyl-l-(-nitrofufurylidc~o)amin]2 doldnon---
Nifnrsol...........- 3,6-Dinitrozalicylic acid (-nitrofudlyHdcn3)bydrazido....-...
Ninzone ... L..... 3-(P-ChIorophnyl)-4-mino-2-oxo-l-m dzoldin c eitonitrIle ......
NIrldaolo .. .... 1-(5-Nitro-2-thLzolyl)-2-imidnzolIdinon .
NIsabamte. _ Isopropylarbamia acid ester with 2-(hydroxymc1.hyI)-2,3-d1meth-

yipentyl carbasnabs
Nonoxynol 4- - NonylphenoxypolyethyleneoxyethanoL ...... . ... ...

Nonoxynol 9 -- - - - --... . o........................................................

N onoxynol 15 ------------- do . .... .....................................................

Nonoxynol 20 ....... ---------------------------------------------------

NorothIndrono -------- 17-Hydroxy-19nor-17-pregn-4-en-D-yn-3-ono .......................
NoretbynodreL ...... 17-Hydroxy-19-nor.-17a-pregn-5(10)-en-20-yn-3-ono; 17-ethynyl.17-

hydroxy-6(10)-estren-3-one.

C17HIIN02
CuluN02

CnH2303CioaiN:Os
CnHnNiO52

CtUHBrsNO 2CuisN203S
CllisNOs
CWt uNs
CvnllNaOs

CrHuN4 S,CntuNXO
CnnNNS

C1I~N2S
C13ISUNSC2HaOlN20
Cu0H Nz0,

C&HtNaOs
CullN '0
CsihfuN3

C24113iNs0s
Cu~sNaa
Cn HnNa

Czs~uN,0,

CjsHlsNi02

Cn~HviOiiPz

CnHnNiOS

CnhUN0t

CziHUaN0a

CnHinNOt

Ct2UNOtC,N,0Os

CfON40tiC2uII4CO

CISUuO(CHO).
4n=approximately

cu IuO0(C,h0O),,
(n=approzimaely

CzISH0(COud0),
(n=pproxlmntely
15)

(n=approximately
30)

C ul' O
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OflllaeChema nor dczrptloa Moulr fmuk,

Noreiurane .... ..... l ,-l,2-Tetr-luorebe .......................
Norestrel. ........ (h)-I-Ethyll 7-hydrory-18.19dL r-7Ia pr.l n.20-yn..o o...
Norrptyllne Ih N.methyl-5tfdbco~odlo.cptr.A,.
Orylto_ ..........
Oetlclzer........
Octodrlne ..........
OplpraioL .....
0rgoteln ......

Ormetoprin ..... ..
Ozandrolone .....
Oxarepasn..........
Ozethazalne ........

Oxisuaran .....
Oxogestone.......

Oxprenlol..........

Ucryc u-cyanacryine..............................
2-Ethyihexyl diphenyl phcphato.......................
443-(61t-dibeazjbt ~xpln.@ roy.Gppmneeln . .
A pure, water-soluble, hlghy compact pr lcn of Likly law mrec-

ular weight (about 34,000 with a pedomInantly lph.hclcal
confguraUon; the molecule is eh.ated ith from tro (2) to four
(4) atoms of dlyalcut xaetals, for example, Mg, Zn. and Cu, and
It is presently produced from bovine Ilver In a multistep pr-z.
4-Dlinorncthylvetrl)pyrimldn ........ --....

170-Hydroxy-7-methyl-ama drotan-3-o--n-o-
7-Chloro-dlhydroydmsy 4 bc yl-21-1,4-cmodLc pln-2-one.
2,2'- Hydroxyetvl)mieHL?! '-lm- cthylphccthy-).NV-methylaeaad

(Methyrsulflnyl)methyl C-pyrldyl ketne................
20H-Ilydrory-19-norpregn-t-cn--one;p-hydxy.l-nor--

l-i-ylxy)pheno 9y].6(sopopmnno).propnal.---- ._

Oxyhlorosen e---.... The hypochlorous add complex of a mlxturo of tha phenyl vulfanate
Sderivatives of allphlUq hydrocarbon.

Oxycodone -----.---- I Dlhdrohydrozy on .................... .......
Oxymetzollne-.-
Oxymetholone .....
Oxypertlne ..
Pancrelipe ........
Pancuronium .----

PanthenaL ........ _.

Paramethasone ......

Parbendazole .......
Pargyline_ -.....-.
Pemollne ...........
Pencllamlne__. ....
Pentagastrln. -.....

Pentazo e .......

Perhexilene. ........
Perlapine.......
Phentermine --. -.
PhenyramidoL ......
Phthalofyne ........
Pimozide ...........

Pipazethate ...........

Pperacetazine ......

Plprozolln ........
PIquiL-..........
Polacrilln .........

PolarerlIn potassium..

17-Hydroxy-2-(hydroymet ylene)-17a-mthyl-Ecandrotan-3.-ae.5,0 ]D.metha5,-Dmethoxy-2mcthl-3-I2(4-pheny1.l-l ra y)c thl]-di..
A concentrate ofpanreatri enzymes tandsrdu frlipa mcontcaLt
1,1-{Sc, 17P-DIhydroxy-.5a-androstan-2, IC;.ylcne)hbi5.methyl-

plprldilalum Ion diacetate.
(+)2,4-Dihydroxy-Ar(3-hydroxypropyl)-3,dldmcthylbutymlde;

pantothenyl alcohoL
Ga.Fluoro-lp,17,2-hihydro xy-l1c-methylprc .1,4-lcn--3-O.

dione.
Methylk-butyl-24aelnldazolc..baatc........................N-:Methlyl-N 2-propyaylbczylaraie ...............

A o-5Carb- moyphenethylln 42l34..rboxyamm......... ......l-Mercaptovaline.-................. .

34ndol-3.ylpropioannmldoj-(mcthylthlo)hutyraml 9o1cdnamlo
add N- a tylest. N-f lr-butyl rbonyli-lnyl.etrypto-
phyl-L-methonyl-s.partyl.L-pltnyly lne asWde.

(-&)1,2.,3,4,5,.6-Uexhydr.cd-6,1I-dlmethyl3-(3mchyl.O0butenyl)o
2,6-methano-3-benzazod.-oL2-(2,2Dcycloexylethyl)plpedine.........................

-(4-Methyl-l.p praxlnyl)zmorph nthrdi.ne........
a,a-Dimethylph nthylamln ..................a-(2-Pyridy afno) methyllbcnylalho ....... ..
Mono(I-cthyl-I methyl-2-propynyl) phthaato. ..............
1-l,4-B-fl uaropheyl) buty Ipp .tdyl.l mhl mdzoI maone;

l-l4,4-bs(v-fluorpheayl)butylI+(-oxo4.h~cnlmdazoUny)plpcr
idine.

24 2-Pperldlnoethoxy)etbyl IOf-pyddo3,2]-&l[i,4bct, zo .ne.

1043-[4-(2.-Hdrozyethyl)plpcldlno] ppyliphenothbazdn.2.yl
methyl ketone.

Ethyl 3-ethyl-olo-s-pcridlno-Al-thtalodinint e .....
Isobutyl 4(.-dlimethzy4-qulnazol yl) .&pnvlanecx bylnto...
A synthetle oa-chnn resin prepaed through the polymcrlr-

tlon of methacryito add and divlnylbeaznoe and uppUd In the
hydrogen or freeadd farm.

The potassium salt of a synthetic Ion.exchange redin derived
through the copolymerlzatlon of methacryllo cdd and dlrlnyl.

a. . ,

benzene.
Poldine .--- - 2Hydroxymethyl).,l-dlmcthylpyoldlnlam bcn.ali--e. .... ..... - C NO
Pollgeeaan ............-- 3,6nh-ydro 4O3-.Palactopyrsyl-a D Aliopynom2 , "

4!.bI LCuHuMzOu.%].
(pot.sstumsodlum sulfate (l-.poly de.c waher-a MNa of K

Poloxalene ......... uld nonloalsurfactant polymer of uth polyoyppylne paly-.
ozyethylene type*, having an average moleul cbt, of uXO.

Polyg ycoll -acid. Poly oycarbonylmethylene) .................................. ... (CIoMOO.
Polymacon .......... Polybydrayethyl metlaryLte ........................... - (Ca.nO7).
Polyte.-.......... ol(tetafluoroethylene) .......... .................... (CWF&)
PolythazIde .. .. 6-Cloro,4-dlhydxb--methyl-3-1 t(.I%22-sfloaroethyl Ulo]-mehyll-I CHunCIF3NaOiSs2E-10 -bnzothadazn-7-sulf n-mlo l,l-dWWe a.

Poncuroniam ------ l,1.(3a. I7.Dlhydrozne drt.Z,Cyne)bsl-metbyl CuutusTiOe
piperldiniamldlncetate.

Pordane..........Polyvo.. .pyrroltdne ... + ......... . . ...............
Pralidoxime ......... . -ormyl-methylpyrldlnlum lme......................[C O
Prednival ........... 1721-Trihyd pro nn-ldn, o2Dl=on 17.veliemto........ l=EnO&
Pregnaenlone -..... : 3 dyen-n-on................ .. ...... CailnOs
Prlocalne .......... 2-(PropylIno)-o-proploaptolUldlde ........... ..... CuHZ-qO
Procarbazlne-- ..... rpyl-a.mthylhydx, .tolunmld................ C lN
Profladol.. ...........- y(thY3-p1pyI3-pyrroldlnyl)p he-ol.. .. ....... CzHnNO
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C,,I=O,

I urnNOCrillnOtP

C11111,;

Cu11:3Oi
CuIuCIN:O2

C i~iNO2 SCzsHsON30

CtUlfNOs
Cirilu0a

iCrellNOg
CuaIgn..s
cruUnNol
CnlI=O

CnUh2N10,

CMUC,.,NhOt

Cr.UnFOs

CuHuNaXOX

CsIIUNOiS
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Cn~H~nz

SCa=ha OaS
Calux~~
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14048 RULES AND REGULATIONS

Official name Chemical name or description

Proplolactone -------- 2-Oxetanone; P-propiolactone
Propranolol --------- l-Qsopropylamlno)-3-(-naphthyloxy)-2-propanoi ..............
Protriptyllne -------- N-Methyl-5H-dlbenzoia,d]cycloheptene-5-propylamina ...........
Pyrante ------------ (E)-l,4,5,6-Tetrahydro-l-methy-2.f2-(2-thIenyl)vinyl]pyrlmidlne..
Pyrithlone zinc ------- Bls[lI-hydroxy-2(IH)-pyridinethlonatolzinc ......................
Pyrrocalne ---------- i l-Pyrroldineaceto-21,6'-xylldide ...................................
PyrrolIntrin --------- 3-Chloro-4-(3-chloro-2-nitrophenyl)pyrrole .........................
Quazodine ---------- 4-Ethyl-6,7-dlmathozyquinazollne; ,7-dimethoxy-t-ethylqulnazoline
Quinaldine blue-.---'- 1-Ethyl-2-[3-(l-ethyl-2(1l) qulnoylldene)propcnyl] quinolinium

chloride.
Quingestanol -------- 3-(Cyclopentyloy)-9-nor-17,-prgna-3-dilen-2.)-yn-17-o .-------
Quint ol .ne--------- 8-Hydroxy--.(isoropylamino)methyl--uinolinemethsuol...
Racephenicol ..-... (-)-threo-2,2-Dichloro-N4--hydroxy-a-(hydroxymethyl)-p-

(mathylsulfonyl)phenethy] - a .
Ranmycin ---------- An antibiotic substance derived from Strepomyces lnconensts-..
Ribaminol ---------- Rlibonuclelc acid compohnd with 2-(diethylamino)ethanol; 2-

. hydroxytriathyan ibonucleate.
lboprine ---------- N-(3-Mat hyl-2-butenyl)adenosine; 6-N-(3-methyl-2-butenyl-

amlno(-9-*-n-ribofuranosyl-purino.
Rffampin ----------- 5,6,9,17,19,21-Hexahydroxy-23-methoxy-2,4,12,16,18,20,22-hepta-inethyl-8-[N-(4-mcthyl-l-plperazinyl) formimldoyl]-2,7-(opoxy-

pentadecall,11,13]trienlmino)naphtho[2,1-b]furan-l,11(2)-dione
21-acetate; 3-(4-methylplperazinyllminomethyl) rifamycin SV.

Rtodrine ------------- Erytro-p-hydroxy-a.-[(p-hydroxyphenethyl)amino]ethyl]benzylalcohol.
Ronidazole ----- (1-Methyl-5-nitroimidazol-2-yl)methylearbamate ...................
Rotoxamlne--------. 1-2-lp-Chloro-a-[2-(dimethyi mno)-ethoxy] benzyllpyridine ........
Roxarsone .---------- 4-Hydroxy-3-nitrobnzenax~enic acid ..............................
Salothamide --------- N-12-(Dlethylamino)ethyl]saUcylamlde .............................
SBperidol ------------ 4-[4-(4-chloro-a,a,a-trifluoro-m-tolyl)-4-hydroxy-plperldinoi-4'-

fluorobutyrophenone; 1-[3-4-fluorobenzoyl)-propyl]-4-hydroxy-
4-(3-trlfluoromethyl-l-chiorophenyl)-pipcrdlne.

Silandrone ....-...... 17P-(Trimethylsloy)androst-4-n-3-one ----------------------------
Simethteone --------- A mixture of dimethyl polysiloxanes and silica gel -----------------
Botalol ---------------- 4'-f1-Hydroxy-2-(lsopropylamino)-ethyl]-methanesulfonanlido ......
Soterenol ----------- 2'-H-- ydroxy---ydroy-2-(lsopropyla iao)ethyllmthano-

sulfonanllde.
Stanozolol ---------- 17-Methyl-Se-androstano3,2-c]pyrazol-17P-oL. ---------------------
Steffimycin ---------- An antibiotic substance derived from Streftomes steffisbzrgenSts

var. atefisburgeasis sp.n.
Sulfadoxine --------- NV-(5,6-Dimethozy-4-pyrlmldlnyl)sulfanlamld --...................
Sulfameter ---------- N 5-Methoxy-2-pyrlmldlnvl)ulfanflamlde ........................
Sulfamoxole ..-........ ID-(4,5-Dlmcthyl-2-oxazolyli)sulfananlde ....--------------------
Sulfanitran. .-------- 4'[(P-Nitrophenyl)sulfamoyl]acetanilde-- ......................
Sulfazamet ---------- NL(3-Methyl-1-phenylpyrazol-5-yl)sulfanilamlde --------------
Sullsobenzone ..---- -Benzoyl-4-hydrory-2-methoxybenzenesl fonlc acid ...............
Sulpirde ----------- N-[(1-Ethyl-2-pyrrolldlnyl)mcthyl]-5-sulfamoyl-o- nlsamide .......
Surgibone ---------- Bone and cartilage obtained from bovine embryos and young

calves.
Terazepam- ...-.... 7-Ohloro-1,3-dlhydro-3-hydroxy-l-methyl-5-phanyl-2H-, 4-benzo-

diazepin-2-one.
Testolactone --------- 13-Hydroxy-3-oxo-13,17-seceandrosta-l.4-dlen-17lc acid 3-lactone ......
Tetrydamine -------- 4,5,6,7-Ttmhydro-2-metbyl-3-(mothyliamno)-2H-indazole; 2-

methyl-3-mathylamino-4,6 6 7-tetrabydroindazolo.
Thimpsuel...... --F -t ro,2Dlelo o-.N'[-ydroxy-a- (ydr oxymet hyl) -p-Thiaraphenicol ----- - )he(methylsul onyl)-phenethy)]acetamide.

Thioguanine --------- 2-Aminopurine-6-thlol,homlhydmte ................................
Thioridazine --------- i-2-(1-Methyl-2-plperdyl)thyl]-2-(mthylthlo)pbenothiazine .....
Thiosalan ----------- 3,4 ,5-Tribromo-2-mercaptobenzanlllde; 3,4',S-tribromothiosallyl-

anilde.
Thlothixene --------- ,N-Dlmethyl-9-[ -(4-methyl-l-piperazinyl)propyidene]tblo-

zanthen-2-sulfonamide.
Thiphenaml -------- 812-(DIethyIamino)ethylj dlphenylthloacetate ......................
Thira -.. ..---------- las(dlmethylthlocarbamoyl) disulfide ..............................
Thonzonium... ...-.... Hexadeeyl[2-[(p-methozybenzyl)-2-pyrimdinylamino]ethyl]-

dimethylammonlnm Ion.
Tibolone ......------ 17-Hydrory-7-methyl-19-nor-17a-pren-5(0)-en-20-yn-3-one .........
Tibrofan ..-----------.. ,4,5-Tribromo-2-thlophenerboxanlde; 4,5-dlbromothlophne-2-

carboxyl-4-bromanlllde.
Tigestol ------------- 1Nor-17a-pregn-(1O)-en-20-yn-17-ol; 17a-othynyl-5(10)-estrn-17-

oLTlletamine ...- 2-(Ethylamlno)-2-(2-thienyl)cyclohexanone .........................
Tilidine ------------- Ethyl 2-(dlmethylamino)-1-phenyl-3-cyclobezene-l-carboxylate ......
Tinldazole ...--------- 1-2-(Ethylsulfonyl)ethyl]-2-methyl-5-nitromidazole ...............
TocamphyL- --------- 1-(p a-Dlimethylbenzyl) camphorate 1:1 salt with 2,2'-lxlnodl-

ethanol.
Tofenacin ----------- N-Methyl-2-(o-methyl-a-pbenylbenzyl) -oxy]cthyla-ne.........
Tolazamide ..- 1-(Hxahydro-lH-azepin--yl)-3-(p-tolylsul onylur -...........
Tolnaftate ...--------- 0-2-NaphtbyliN-dimethylthlocarbanlate ------------------------
Tramadol ----------- (.)-trans-2-[(Dmthylamlno)mthyl]--(s-mt hoxyphenyl)cyclo-

hexanol.
Transclomipbone ---- 2-[p-(2-Chloro-trans-l,2-dphenylvinyl)phenoxy]-triethylamlno -...
Triamtorene ...-..... 2,4,7-Trlamino-6 phenylpteridine ..............................
Tribromsalan ...... 3,4 5-Tribromoaallcylanllde -------------------------------------
Trllocarban ....... 3,4,4'-Triclcorocarbanlllde -. .... ..---------------------------... -.

Molecular formula

C3110 2CifnNOs

CiollsiNOCn2HSINIC,3 lsN:03S2Zn

C01ninO

C,)H60l3Ns0i
C,,UInN,0,
C2sHsCIN B

Cos,O.

C23f, 102

CseHgOIN0
C12HeIsCNOS

CaunCItNO

CanUsitOis

CirlrN03

Co~sN4O4

CuHnuNO
CnHnCIFtN0s

CnilsO=st

CisfHuOI................... ..o

CutHnN0O 3

CtsWN0 48
CsHuNOs
CasH13Ns,
CsHuNaOsS

CIIH11o69

CIOU2103S
CuthsOlNs0z

CnB'it0s
CPHuNs

CssuN,SCasa CISNrOB

GaflaNsS,3CuHsBrNOS

CsHaBrsNOB

CaU2NOS

CI[IHO.CItNOa
or Cu=[aNO,

CTH,,NO
CufHuNs0=sCHUNOS

CuHCIN0O
CnHuaN,Cn'H N
CouflnrNO

Mss~aCIasOCuHsBrsN0j
CnHoGhNiO
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RULES AND REGULATIONS

Officlal name . Chenlea namo ordescdptlon Mo!_-aart-rmnaI

Tilofos - ------ 2,12,-Trlchloroethylilihydro.e n~ Clath~Oj
Trflocin -....... .---- CahsFz NO±
Trfllmldate. ......... Ethylm-beazoyl-N4(trfluorometbyl)1onlJ .......... Can HF 3 OlS
TrifluperldoL_ - ........ 4'-F ouro-44-hydro'-4-{aaA-tdI u- .- yl} pipefinol C=U=F#NOJ

butyrophenone.
Trtmlpramine ........ 5-3-(Dlmethylmno)--methylppyl.1-dlhydo-SHilben - Czlu:u,;2

Ib..jazeplae.
Trloxisalen --....... 6-Hydroxy-.2,7,-rimethyl-5benluraa= c ad, -blcn ....... C:zutnOz
Tromethnmine -------- 2-Amino.-Y hydrOXyMethyl).1,3-prop~edloL .... .................. CsHtuN0z
Troplcamide. .. ---- -E thyl-2-pheayl-(4-pyridylm eth y)-bydrryamldo. .......... CuiaNoOs
Tybamate------------ 2-Methyl-2-propyltrime yleno butylcrbamate cbamote; or 2- Csua-ioOd

(hydroxymethyl)-l-methylpentyl butyleazbiato carhbmatc.
Tyloxapol.- .-. ....... p-{l,3,3-Tetra nethylbuty)phenol polymcr with famaldebyde,

eter with pol yethy lene &I col.
VerapamiL --------- ,[(3,4-Dimethotyphenextyl)mothyhmlno].2.(3,4-dlmethaoyo Cv.]3'1) 4

Vinbistin..------pheny1)-2-1sopgyvalcxan~trifeClUo.Vlablasttne ----- ......... (v Ceukolatine) extractdfrom / ric : ....... CalmuvTOs
Vincristine -------- Alkaloid from Vtnca rosea. Lion ........... ............... C'Hsun'KOa
Volazoclne ..-....... 3-(Cyclopropylmethyl)-.2,3,4.5,0-heoydro-ts-ll.d/metbhyl.,- CuluN

meth no-3-benzazoetne.
Zolamlne ------------- 2-[(2-Dlmethyamlno)ethyl](p-mc.oxyubnyl)amlno]tbhb.o:. CijnXIOS

No .--Incorporation by reference materials approved by the Director. Offtce of the
FzDPaAL REGS March 20. 1973 and March 25. 1975.
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